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Rules and Regulations

Federal Register

Vol. 69, No. 83
Thursday, April 29, 2004

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 301
[Docket No. 03—-109-1]

Imported Fire Ant; Additions to
Quarantined Areas

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule and request for
comments.

SUMMARY: We are amending the
imported fire ant regulations by
designating as quarantined areas all or
portions of 20 counties in North
Carolina. As a result of this action, the
interstate movement of regulated
articles from those areas will be
restricted. This action is necessary to
prevent the artificial spread of the
imported fire ant to noninfested areas of
the United States.

DATES: This interim rule is effective
April 29, 2004. We will consider all
comments that we receive on or before
June 28, 2004.

ADDRESSES: You may submit comments
by any of the following methods:

« Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. 03—109-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 03-109-1.

¢ E-mail: Address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘“Docket
No. 03—-109-1" on the subject line.

« Agency Web Site: Go to http://
www.aphis.usda.gov/ppd/rad/

cominst.html for a form you can use to
submit an e-mail comment through the
APHIS Web site.

» Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue, SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information, including the names of
groups and individuals who have
commented on APHIS dockets, on the
Internet at http://www.aphis.usda.gov/
ppd/rad/webrepor.html.

FOR FURTHER INFORMATION CONTACT: Mr.
Charles L. Brown, Imported Fire Ant
Quarantine Program Manager, PPQ,
APHIS, 4700 River Road Unit 134,
Riverdale, MD 20737-1236; (301) 734—
8247.

SUPPLEMENTARY INFORMATION:
Background

The imported fire ant regulations
(contained in 7 CFR 301.81 through
301.81-10 and referred to below as the
regulations) quarantine infested States
or infested areas within States and
restrict the interstate movement of
regulated articles to prevent the
artificial spread of the imported fire ant.

The imported fire ant (Solenopsis
invicta Buren and Solenopsis richteri
Forel) is an aggressive, stinging insect
that, in large numbers, can seriously
injure and even kill livestock, pets, and
humans. The imported fire ant, which is
not native to the United States, feeds on
crops and builds large, hard mounds
that damage farm and field machinery.
The regulations are intended to prevent
the imported fire ant from spreading
throughout its ecological range within
the country.

The regulations in §301.81-3 provide
that the Administrator of the Animal
and Plant Health Inspection Service
(APHIS) will list as a quarantined area
each State, or each portion of a State,

that is infested with the imported fire
ant. The Administrator will designate
less than an entire State as a
gquarantined area only under the
following conditions: (1) The State has
adopted and is enforcing restrictions on
the intrastate movement of the regulated
articles listed in § 301.81-2 that are
equivalent to the interstate movement
restrictions imposed by the regulations;
and (2) designating less than the entire
State will prevent the spread of the
imported fire ant. The Administrator
may include uninfested acreage within
a quarantined area due to its proximity
to an infestation or its inseparability
from an infested locality for quarantine
purposes.

In §301.81-3, paragraph (e) lists
quarantined areas. We are amending
§301.81-3(e) by:

« Adding all or parts of Cherokee,
Clay, Cleveland, Durham, Orange, Polk,
Randolph, and Wilson Counties, NC, to
the quarantined area; and

¢ Expanding the quarantined areas in
Cabarrus, Chatham, Edgecombe, Gaston,
Harnett, Hertford, Johnston, Martin,
Nash, Stanly, Wake, and Wayne
Counties, NC.

We are taking these actions because
recent surveys conducted by APHIS and
State and county agencies revealed that
the imported fire ant has spread to these
areas. See the rule portion of this
document for specific descriptions of
the new and revised quarantined areas.

Emergency Action

This rulemaking is necessary on an
emergency basis to prevent the spread of
imported fire ant into noninfested areas
of the United States. Under these
circumstances, the Administrator has
determined that prior notice and
opportunity for public comment are
contrary to the public interest and that
there is good cause under 5 U.S.C. 553
for making this rule effective less than
30 days after publication in the Federal
Register.

We will consider comments we
receive during the comment period for
this interim rule (see DATES above).
After the comment period closes, we
will publish another document in the
Federal Register. The document will
include a discussion of any comments
we receive and any amendments we are
making to the rule.
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Executive Order 12866 and Regulatory
Flexibility Act

This rule has been reviewed under
Executive Order 12866. For this action,
the Office of Management and Budget
has waived its review under Executive
Order 12866.

We are amending the imported fire
ant regulations by designating as
quarantined areas all or portions of 20
counties in North Carolina. As a result
of this action, the interstate movement
of regulated articles from those areas
will be restricted. This action is
necessary to prevent the artificial spread
of the imported fire ant to noninfested
areas of the United States.

In 1996, the market value of
agricultural products sold in the 20
counties affected by this action was
more than $1.69 billion.1 This value
represented 22 percent of all
agricultural products sold in North
Carolina that year. During 1997, the
value of nursery and greenhouse crops
sold in the 20 counties was valued at a
minimum of $66 million, 21 percent of
the value of nursery crops sold in the
State of North Carolina.

The entities potentially affected by
this action include nurseries,
greenhouses, farm equipment dealers,
construction companies, and those
entities that sell, process, or move
regulated articles interstate from and
through quarantined areas. In general,
the adverse economic effects on the
entities that move regulated articles
interstate can be minimized by the
availability of various treatments. In
most cases, these treatments permit the
movement of regulated articles with a
small additional cost.

According to the standards
established by the Small Business
Administration (SBA), a small
agricultural producer is one having
$750,000 or less in annual sales, and a
small equipment dealer or a small
agricultural service company is one
generating $5 million or less in annual
sales.

In the 20 IFA-infested counties
affected by this interim rule, there are at
least 453 economic entities that could
potentially be affected.2 All of these
were small entities according to SBA
standards. According to the 1997
Census of Agriculture, these 20 counties
received at least $658.6 million from
selling all their crops; this value
includes nursery crop sales.3

11997 Census of Agriculture, AC97-A-42, North
Carolina: State and County Level Data, Volume 1,
Geographic Area Series: Part 42, pages 166-178,
table 1, County Summary Highlights. http://
www.nass.usda.gov/census/census97/volumel.

2 See footnote 1.

3 See footnote 1.

The economic effects on entities in
the 20 counties affected by this interim
rule will depend on the proportion of
their sales outside the quarantined area.
When we compare the cost of an average
shipment of nursery plants on a
“standard” trailer truck with the value
of these nursery plants, the range of the
treatment cost is between 0.8 percent
and 2 percent of the value of the plants.
An average nursery plant costs between
$1 and $25, and the value of the load
of a standard tractor trailer, which can
carry up to 10,000 plants, ranges
between $10,000 and $250,000.
However, the cost of treatment for a
standard shipment of plants is between
$116 and $200. The benefits of this
action are substantial, both ensuring
continued agricultural sales from the
affected counties and preventing
human-assisted spread of imported fire
ant.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule: (1) Preempts all State
and local laws and regulations that are
inconsistent with this rule; (2) has no
retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This rule contains no new
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 7 CFR Part 301

Agricultural commodities, Plant
diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Transportation.

= Accordingly, we are amending 7 CFR
part 301 as follows:

PART 301—DOMESTIC QUARANTINE
NOTICES

= 1. The authority citation for part 301
continues to read as follows:

Authority: 7 U.S.C. 7701-7772; 7 CFR 2.22,
2.80, and 371.3.

Section 301.75-15 also issued under Sec.
204, Title Il, Pub. L. 106-113, 113 Stat.
1501A-293; sections 301.75-15 and 301.75—-
16 also issued under Sec. 203, Title Il, Pub.
L. 106224, 114 Stat. 400 (7 U.S.C. 1421
note).

= 2.1n §301.81-3, paragraph (e), under
the heading North Carolina, the entries
for Cabarrus, Chatham, Edgecombe,
Gaston, Harnett, Hertford, Johnston,
Martin, Nash, Stanly, Wake, and Wayne
Counties are revised and new entries for
Cherokee, Clay, Cleveland, Durham,
Orange, Polk, Randolph, and Wilson
Counties are added to read as follows.

§301.81-3 Quarantined areas.

* * * * *
(e) * X *
North Carolina
* * * * *
Cabarrus County. The entire county.
* * * * *

Chatham County. The entire county.

Cherokee County. That portion of the
county lying south and west of a line
beginning at the intersection of the
Cherokee/Clay County line and the
North Carolina/Georgia State line; then
north to U.S. Highway 64; then
northwest along the southern shoreline
of Hiwassee Lake to the Tennessee State
line.

* * * * *

Clay County. That portion of the
county lying southwest of State
Highway 69 and the North Carolina/
Georgia State line; then north along
Interstate 70 to its intersection with U.S.
Highway 64; then west along U.S.
Highway 64 to the Clay/Cherokee
County boundary.

Cleveland County. The entire county.
* * * * *

Durham County. That portion of the
county lying south of Interstate 85.

Edgecombe County. That portion of
the county lying south of a line
beginning at the intersection of State
Highway 111 and the Martin/
Edgecombe County line; then southwest
on State Highway 111 to U.S. Highway
64 Alternate; then west on U.S.
Highway 64 Alternate to County Route
1252; then west of this northerly line to
County Route 1408; then west on
County Route 1408 to County Route
1407; then south on County Route 1407
to the Edgecombe/Nash County line.

Gaston County. The entire county.
* * * * *
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Harnett County. The entire county.

Hertford County. That portion of the
county lying south and east of a line
beginning at the intersection of State
Highway 11 and the Bertie/Hertford
county line; then northeast on State
Highway 11 to the U.S. Highway 13
Bypass; then northeast on U.S. Highway
13 to the Hertford/Gates County line.

* * * * *

Johnston County. The entire county.
* * * * *

Martin County. That portion of the
county lying south of a line beginning
at the intersection of State Highway 111
and the Edgecombe/Martin County line;
then north and east on State Highway
111 to State Highway 11/42; then
northeast along State Highway 11/42 to
the Martin/Bertie County line.

* * * * *

Nash County. That portion of the
county lying south and east of the line
beginning at the intersection of U.S.
Highway 64 and the Franklin/Nash
County line; then northeast on U.S.
Highway 64 to Interstate 95; then north
on Interstate 95 to State Highway 4; then
east on State Highway 4 to U.S.
Highway 301; then east along a straight
line from the intersection of State
Highway 64 and U.S. Highway 301 to
the Nash/Edgecombe County line.

* * * * *

Orange County. The portion of the
county that lies south of Interstate 85.

* * * * *

Polk County. The entire county.

Randolph County. That portion of the
county lying south of the line beginning
at the intersection of State Highway 49
and the Davidson/Randolph County
line; then east on State Highway 49 to
U.S. Highway 64; then east on U.S.
Highway 64 to its intersection with the
Randolph/Chatham County line.

* * * * *

Stanly County. The entire county.

* * * * *

Wake County. The entire county.

* * * * *

Wayne County. The entire county.
Wilson County. The entire county.

* * * * *

Done in Washington, DC, this 23rd day of
April, 2004.
William R. DeHaven,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 04-9712 Filed 4—28-04; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE
Federal Crop Insurance Corporation
7 CFR Part 457

RIN 0563-AB87 and RIN 0563—-AB89

Common Crop Insurance Regulations

AGENCY: Federal Crop Insurance
Corporation, USDA.
ACTION: Final rule.

SUMMARY: The Federal Crop Insurance
Corporation (FCIC) finalizes the interim
Common Crop Insurance Regulations,
Sunflower Seed Crop Insurance
Provisions, Coarse Grains Crop
Insurance Provisions, Safflower Crop
Insurance Provisions, Dry Pea Crop
Insurance Provisions, Rice Crop
Insurance Provisions, Dry Bean Crop
Insurance Provisions, and Canola and
Rapeseed Crop Insurance Provisions to
implement the quality loss adjustment
procedures contained in section 10003
of the Farm Security and Rural
Investment Act of 2002.

EFFECTIVE DATE: June 1, 2004.

FOR FURTHER INFORMATION CONTACT:
Louise Narber, Insurance Management
Specialist, Product Development
Division, Federal Crop Insurance
Corporation, 6501 Beacon Drive, Stop
0812, Room 421, Kansas City, MO
64133-4676, telephone (816) 926—7730.
SUPPLEMENTARY INFORMATION:

Executive Order 12866

This rule has been determined to be
not-significant for the purposes of
Executive Order 12866 and, therefore,
has not been reviewed by the Office of
Management and Budget (OMB).

Paperwork Reduction Act of 1995

Pursuant to the Paperwork Reduction
Act of 1995 (44 U.S.C. chapter 35), the
collections of information in this rule
have been approved by the Office of
Management and Budget (OMB) under
control number 0563-0053 through
February 28, 2005.

Unfunded Mandates Reform Act of
1995

Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) establishes
requirements for Federal agencies to
assess the effects of their regulatory
actions on State, local, and tribal
governments or the private sector. This
rule contains no Federal mandates
(under the regulatory provisions of title
Il of the UMRA) for State, local, and
tribal governments or the private sector.
Therefore, this rule is not subject to the
requirements of sections 202 and 205 of
the UMRA.

Executive Order 13132

The rule will not have a substantial
direct effect on states, on the
relationship between the national
government and the states, or on the
distribution of power and
responsibilities among the various
levels of government. Nor does this rule
impose substantial direct compliance
costs on state and local governments.
Therefore, consultation with the states
is not required.

Regulatory Flexibility Act

FCIC certifies that this regulation will
not have a significant economic impact
on a substantial number of small
entities. Program requirements for the
Federal crop insurance program are the
same for all producers regardless of the
size of their farming operation. For
instance, all producers are required to
submit an application and acreage
report to establish their insurance
guarantees, and compute premium
amounts, or a notice of loss and
production information to determine an
indemnity payment in the event of an
insured cause of crop loss. Whether a
producer has 10 acres or 1000 acres,
there is no difference in the kind of
information collected. To ensure crop
insurance is available to small entities,
the Federal Crop Insurance Act
authorizes FCIC to waive collection of
administrative fees from limited
resource farmers. FCIC believes this
waiver helps to ensure small entities are
given the same opportunities to manage
their risks through the use of crop
insurance. A Regulatory Flexibility
Analysis has not been prepared since
this regulation does not have an impact
on small entities, and, therefore, this
regulation is exempt from the provisions
of the Regulatory Flexibility Act (5
U.S.C. 605).

Federal Assistance Program

This program is listed in the Catalog
of Federal Domestic Assistance under
No. 10.450.

Executive Order 12372

This program is not subject to the
provisions of Executive Order 12372
which requires intergovernmental
consultation with State and local
officials. See the Notice related to 7 CFR
part 3015, subpart V, published at 48 FR
29115, June 24, 1983.

Executive Order 12988

This rule has been reviewed in
accordance with Executive Order 12988
on civil justice reform. The provisions
of this rule will not have a retroactive
effect. The provisions of this rule will
preempt State and local laws to the
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extent such State and local laws are
inconsistent herewith. The
administrative appeal provisions
published at 7 CFR part 11 or 7 CFR
400.169, as applicable, must be
exhausted before any action for judicial
review of any determination or action
by FCIC may be brought.

Environmental Evaluation

This action is not expected to have a
significant impact on the quality of the
human environment, health, and safety.
Therefore, neither an Environmental
Assessment nor an Environmental
Impact Statement is needed.

Background

On Friday, June 28, 2002, FCIC
published an interim rule in the Federal
Register at 67 FR 43525-43526 to
amend the Common Crop Insurance
Regulations, Small Grains Crop
Provisions (7 CFR 457.101) and Canola
and Rapeseed Crop Insurance
Provisions (7 CFR 457.161). The interim
rule was effective on June 26, 2002. On
June 9, 2003, FCIC published a final rule
amending the Small Grains Crop
Provisions (68 FR 34261), effective June
4, 2003, which superseded the interim
rule for §457.101. On Friday, August
30, 2002, FCIC published an the interim
rule in the Federal Register at 67 FR
55689-55691 to amend the Common
Crop Insurance Regulations, Sunflower
Seed Crop Insurance Provisions (7 CFR
457.108), Coarse Grains Crop Insurance
Provisions (7 CFR 457.113), Safflower
Crop Insurance Provisions (7 CFR
457.125), Dry Pea Crop Insurance
Provisions (7 CFR 457.140), Rice Crop
Insurance Provisions (7 CFR 457.141),
and Dry Bean Crop Insurance Provisions
(7 CFR 457.150). The interim rule was
effective on August 28, 2002. These
interim rules implemented the quality
loss adjustment procedures contained in
section 10003 of the Farm Security and
Rural Investment Act of 2002 (Pub. L.
102-171). Following publication of each
interim rule, the public was afforded 60
days to submit written comments and
opinions. No comments were received.

List of Subjects in 7 CFR Part 457

Common Crop Insurance Regulations.

Final Rule

= Accordingly, as set forth in the
preamble and under the authority of 7
U.S.C. 1506(1), 1506(p), except for the
amendments to §457.101, the interim
rules amending 7 CFR part 457,
published on June 28, 2002, and August
30, 2002, at 67 FR 43525 and 55689
respectively, are adopted as final.

Signed in Washington, DC, on April 21,
2004.

Ross J. Davidson, Jr.,

Manager, Federal Crop Insurance
Corporation.

[FR Doc. 04-9486 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-08-P

DEPARTMENT OF AGRICULTURE

Rural Business-Cooperative Service
Rural Housing Service

Rural Utilities Service

Farm Service Agency

7 CFR Parts 1951 and 4284
RIN 0570-AA40

General Requirements for Cooperative
Services Grant Programs, Value-Added
Producer Grants, Agriculture
Innovation Centers and Rural
Cooperative Development Grants

AGENCY: Rural Business-Cooperative
Service, USDA.
ACTION: Final rule.

SUMMARY: This final rule implements
new regulations for Value-Added
producer grants (Value-Added Producer
Grants) and a new demonstration
program whereby agriculture innovation
centers provide technical and other
assistance to agricultural producers to
help them establish businesses that
produce and sell Value-Added
agricultural commodities or products
(Agriculture Innovation Centers). The
Agricultural Innovation Center program
is authorized under the Farm Security
and Rural Investment Act of 2002 (Pub.
L. 107-171) (2002 Farm Bill). The 2002
Farm Bill also modified and extended
the authority of the Secretary of the U.S.
Department of Agriculture (Secretary)
(USDA) to make Value-Added Producer
Grants.

This rule implements regulations in
one central location to consolidate
requirements that are common to all
grant programs administered by
Cooperative Services within the Rural
Business-Cooperative Service (RBS),
thereby avoiding the necessity of
repeating elements shared in common
in each of the subparts dedicated to
specific programs.

This rule amends regulations to
reduce the matching requirement
required of certain institutions of higher
education with respect to Rural
Cooperative Development Grants from
25 percent to 5 percent and to adjust the
scoring criteria to reflect this change.

Finally, this rule amends regulations
to add Value-Added Producer Grants
and Agriculture Innovation Center
Grants to the list of RBS programs
covered by the servicing regulation in
that part.

DATES: Effective Date: June 1, 2004.

FOR FURTHER INFORMATION CONTACT: Jim
Haskell, Assistant Deputy
Administrator, Rural Business-
Cooperative Service, USDA, Stop 3250,
Room 4016, 1400 Independence Ave.,
SW., Washington, DC 20250-3250,
telephone (202) 720-8460, or internet e-
mail james.haskell@usda.gov.

SUPPLEMENTARY INFORMATION:

Classification

This rule has been reviewed under
Executive Order 12866 and has been
determined to be a significant regulatory
action by the Office of Management and
Budget.

Programs Affected

The Catalog of Federal Domestic
Assistance Program numbers assigned to
these programs are 10.352 (Value-Added
Grants), 10.771 (Rural Cooperative
Development Grants) and 10.776
(Agriculture Innovation Centers).

Program Administration

These programs are administered
through the Cooperative Services
Program of the Rural Business-
Cooperative Service Agency within the
Rural Development mission area of
USDA and delivered via the USDA
Rural Development state directors.

Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act, USDA may not conduct
or sponsor, and a person is not required
to respond to, a collection of
information unless the collection
displays a currently valid OMB control
number

The Agency published a notice
requesting comments on the collection
requirements (approved under OMB
control number 0570-0045) contained
in this rule for the Agriculture
Innovation Center Grant program
concurrent with the publication of the
proposed rule on June 13, 2003 (68 FR
35321). No comments were received on
the paperwork burden.

The information collection
requirements associated with Value-
Added Producer Grants and Rural
Development Cooperative Grants were
approved under OMB control numbers
0570-0039 and 0570-0006, respectively.
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Government Paperwork Elimination
Act

RBS is committed to compliance with
the Government Paperwork Elimination
Act, which requires Government
agencies, in general, to provide the
public the option of submitting
information or transacting business
electronically to the maximum extent
possible.

Environmental Impact Statement

It is the determination of the Secretary
that this action is not a major Federal
action significantly affecting the
environment. Therefore, in accordance
with the National Environmental Policy
Act of 1969, an Environmental Impact
Statement is not required.

Executive Order 12988

This rule has been reviewed in
accordance with E.O. 12988, Civil
Justice Reform. In accordance with this
rule: (1) All state and local laws and
regulations that are in conflict with this
rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
in accordance with 7 CFR part 11 must
be exhausted before bringing suit in
court challenging action taken under
this rule unless those regulations
specifically allow bringing suit at an
earlier time.

The Unfunded Mandates Reform Act of
1995

Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) establishes
requirements for Federal agencies to
assess the effects of their regulatory
actions on state, local, and tribal
governments and the private sector.
Under section 202 of the UMRA, USDA
must prepare a written statement,
including a cost benefit analysis, for
proposed and final rules with “Federal
mandates” that may result in
expenditures to state, local or tribal
governments, in the aggregate, or to the
private sector, of $100 million or more
in any one year. When such a statement
is needed for a rule, section 205 of
UMRA generally requires USDA to
identify and consider a reasonable
number of regulatory alternatives and
adopt the least costly, more cost
effective or least burdensome alternative
that achieves the objectives of the rule.

This rule contains no Federal
mandates (under the regulatory
provisions of title Il of the UMRA) for
state, local, and tribal governments or
the private sector. Therefore this rule is
not subject to the requirements of
sections 202 and 205 of UMRA.

Regulatory Flexibility Act

In compliance with the Regulatory
Flexibility Act (5 U.S.C. 601-612), the
undersigned has determined and
certified by signature of this document
that this rule will not have a significant
economic impact on a substantial
number of small entities. The
Regulatory Flexibility Act is intended to
encourage Federal agencies to utilize
innovative administrative procedures in
dealing with individuals, small
businesses, small organizations, and
small governmental bodies that would
otherwise be unnecessarily adversely
affected by Federal regulations. The
provisions included in this rule will not
impact a substantial number of small
entities to a greater extent than large
entities. Therefore, no regulatory
flexibility analysis under the Regulatory
Flexibility Act is necessary.

Executive Order 13132, Federalism

The policies contained in this rule do
not have any substantial direct effect on
states, on the relationship between the
national government and the states, or
on the distribution of power and
responsibilities among the various
levels of government. Nor does this rule
impose substantial direct compliance
costs on state and local governments.
This rule is intended to foster
cooperation between the Federal
Government and the states and local
governments, and reduces, where
possible, any regulatory burden
imposed by the Federal Government
that impedes the ability of states and
local governments to solve pressing
economic, social and physical problems
in their state.

I. Background

Section 6402 of the Farm Security and
Rural Investment Act of 2002 (Pub. L.
107-171) (2002 Farm Bill) authorized a
new grant initiative to establish up to 15
agriculture innovation demonstration
centers (Agriculture Innovation Centers
or AlCs) with the intent of fostering the
ability of agricultural producers to reap
the benefits of producing and marketing
value-added products. Section 6401 of
the 2002 Farm Bill expanded a value-
added producer grant program initially
established by section 231 of the
Agricultural Risk Protection Act of 2000
(Pub. L. 106—224). These two provisions
of the 2002 Farm Bill are the primary
subjects of this rulemaking.

The Value-Added Producer Grant
program was authorized in 2000. Over
$57,000,000 in value-added producer
grants have been awarded since this
program was first authorized. This rule
incorporates the broader standards for

eligibility for future producer grants and
reflects some of the lessons learned from
the experiences of the U.S. Department
of Agriculture in implementing this
program over the past two years. For
example, we have clarified that two
separate types of grants are available,
i.e., planning and working capital
grants, with slight differences in the
respective application requirements and
evaluation criteria.

The purposes for Value-Added
Producer grants are primarily to support
the development and implementation of
business plans and marketing strategies
for value-added products. These grants
will be made directly to independent
agricultural producers, eligible
agricultural producer groups, farmer or
rancher cooperatives, or majority-
controlled producer-based business
ventures. The 2002 Farm Bill added a
new dimension to value-added efforts
with the authorization of grants for a
third value-added program, namely a
demonstration program whereby the
grant recipients are to be centers that
provide technical assistance and
marketing and development assistance
to producers. The rule contemplates that
the centers in question are not new
buildings, per se, but may be research
and resource centers operating under
the umbrella of an established entity.

The eligibility requirements for the
Agriculture Innovation Centers
authorized in section 6402 of the 2002
Farm Bill place an emphasis on the
recipients’ capabilities and a plan and
board management that reflect the needs
of the agricultural community in their
state. Their mandate is to provide
technical assistance for marketing and
business development assistance to
enable agricultural producers to
produce value-added agricultural
products.

The Rural Business-Cooperative
Service (RBS) published a notice in the
Federal Register on June 13, 2003 of
proposed program regulations for the
Value-Added Producer Grant and
Agricultural Innovation Center
programs and notice of proposed
changes to the existing program
regulations for the Rural Cooperative
Development Grant program (68 FR
35321). We received comments from
153 entities. We considered all
comments in developing this final rule.
The comments and the Agency’s
responses are summarized below.

I1. Program Descriptions
A. Value-Added Producer Grants

Value-Added Agricultural Product

The term value-added agricultural
product means any agricultural
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commodity or product that has been
changed, produced, or segregated such
that the market for the product has
expanded and where the greater portion
of the revenue derived from the value-
added activity accrues to the producer
of the commodity or product.

Use of Grant Funds

The purpose of this program is to
enable producers of agricultural
commodities to participate in the
economic returns to be found in the
value-added market. Grants are to be
used to develop business plans and
develop strategies for creating marketing
opportunities. Grants may also be used
for feasibility studies and to provide
capital to establish alliances or business
ventures that allow the producers of the
value-added agricultural product to
better compete in domestic and
international markets.

Grant funds may not be used for
planning, repair, rehabilitation,
acquisition, or construction of a
building or a facility (including a
processing facility), or for the purchase,
rental, or installation of fixed
equipment.

Eligibility

Grants will be awarded only to
independent producers, eligible
agricultural producer groups, farmer or
rancher cooperatives or majority-
controlled producer-based business
ventures. Independent producers
include agricultural producers, steering
committees of producers and producer-
owned corporations and associations
who have an ownership interest in the
agricultural product to which
incremental value will accrue as a result
of the proposed project.

Matching Funds

Grant recipients will provide
matching non-Federal funds equal to the
amount of the grant received. These
matching funds must be expended in
advance of grant funding, such that for
every dollar of grant that is advanced,
an equal amount of match funds shall
have been funded prior to submitting
the request for reimbursement.

B. Agriculture Innovation Centers

Use of Grant Funds

Grant funds are to be used for a
demonstration program whereby centers
are established to provide agricultural
producers with technical and business
development assistance for establishing
businesses producing and selling value-
added agricultural products, assistance
in marketing, market development,
business planning, outreach and
organizational and development

assistance to increase the viability,
growth and sustainability of value-
added businesses.

Grants may be used for the following
purposes: applied research, consulting
services, hiring of employees, the
making of matching grants, legal
services and other related costs of
conducting the above activities. Funds
for these purposes may not be used to
plan, repair, rehabilitate, acquire, or
construct a building or a facility
(including a processing facility) or to
purchase, rent, or install fixed
equipment.

Eligibility

A grant may be made to an entity that
demonstrates the capacity and technical
expertise to conduct the activities
described above. In addition to the
capacity factor, the entity must provide
a plan with specific goals to be met, its
technical or other expertise and support
for the entity in the agricultural
community. Also, the entity must
demonstrate that adequate resources (in
cash or in kind) are available, or have
been committed for this purpose which
will allow the grant recipient to achieve
the goals established. Finally, the entity
must have a board of directors such that
there are representatives of each of the
following groups on the board: (a) The
two general agricultural organizations
with the greatest number of members in
the State in which the entity is located,
(b) the applicable State department of
agriculture and (c) entities representing
the four highest grossing commodities
produced in the State, determined on
the basis of annual gross cash sales.
Trade associations are eligible to apply.

I11. Rural Cooperative Development
Grants and Conforming Amendments

Section 6015 of the 2002 Farm Bill
reduced the match funding
requirements for rural cooperative
development grants imposed on certain
institutions of higher learning from 25
percent to 5 percent. These institutions
are defined as *1994 Institutions” and
are listed by name in the Equity in
Educational Land-Grant Status Act of
1994 (7 U.S.C. 301 note). This
rulemaking amends the regulation
applicable to this grant program to
provide for this targeted reduced match
funding requirement.

The amendments implemented for
subpart F within 7 CFR part 4284
conform the regulations for the rural
cooperative development grant program
with the newly implemented subpart A
that consolidates provisions common to
all grant programs administered by
Cooperative Services within RBS.

IV. Comments on the Proposed Rule
and Responses

The following paragraphs summarize
the major comments and Agency
responses. The comments are grouped
by the program to which they relate.

A. Comments on the General
Requirements for Cooperative Services
Grant Programs.

Comment: Two persons requested
clarification on the definition of a
producer, including what level of
ownership is required and threshold of
production required.

Response: Agree in part. We added
the definition of an “Agricultural
Producer” in §4284.3. The definition
states that farmers, ranchers, loggers,
and fishermen are producers. Producers
do not have to own the land, but they
must be producing the product that has
value added to it and they must have
ownership of that product. That is, a
logger, a fisherman, a wild herb
gatherer, or a beef feeder may be
considered a producer of logs, fish, wild
herbs, or beef without owning all of the
production assets. This definition will
not include a threshold on the amount
that has to be produced because
production units and amounts vary
widely among commodities.

Comment: One commenter requested
that the definition for “Agriculture
Producer Group’ be modified to allow
non-profit organizations without a
producer majority of the board or
membership to compete for the Value-
Added Producer Grants and the
Agriculture Innovation Center Grants.

Response: No change. While we agree
that there are some non-profit
organizations with expertise in value-
added business and cooperative
development that work on behalf of
independent producers, many other
organizations with similar expertise
actually work on behalf of their own
organization or in some cases the benefit
of non-agriculture producer businesses.
To assure that the grant funds actually
benefit producers, it is our opinion that
the independent producers must have
majority control of any entity receiving
the money.

Comment: One commenter asked that
the definition of economic development
be broadened to include social,
economic, and environmental
considerations.

Response: No change. The three
programs under this regulation—Value-
Added Producer Grants, Agriculture
Innovation Centers, and Rural
Cooperative Development Grants—are
all rural business development
programs. The authorizing legislation
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does not include social or
environmental considerations. Thus, the
definition of economic development
should only address the development of
the economic base in rural areas.

Comment: One commenter suggested
that in §4284.3, the definition of “Rural
and rural area” appears to prevent
potential applicants who reside in rural
areas from locating facilities in more
heavily populated communities. The
commenter suggested that grant
applicants be allowed to locate rural-
owned value-added facilities outside of
rural areas when necessary due to sound
business principles and infrastructure
constraints without endangering their
grant eligibility.

Response: No change. The legislation
authorizing the Rural Cooperative
Development Grant program specifies
that the grants are to be used to facilitate
the creation or retention of jobs in rural
areas. The Value-Added Producer Grant
and the Agricultural Innovation Center
Grant programs do not have the
restriction of facilitating the creation or
retention of jobs in rural areas.
Therefore Rural Cooperative
Development Grant facilities must be
located in a rural area, but Value-Added
Producer Grant and Agriculture
Innovation Centers do not.

Comment: Three commenters
expressed confusion about whether
using wind to produce energy is
considered an agricultural product.

Response: Agree. We have added
language to §4284.3 to include using
wind and hydro resources to produce
energy on land that is farmed as a value-
added activity.

Comment: One commenter expressed
confusion over matching fund
requirements for the different programs
and the fact that those match
requirements are unreasonable.

Response: No change. The matching
funds requirements are specified in the
authorizing legislation for each program.
We have no authority to change those
requirements. For all programs, the
matching funds provided by the
recipient must be expended for
approved project costs in advance of
federal funds.

Comment: One commenter requested
that we specify whether producer labor
can be considered matching funds.

Response: No change. Producer labor
can be used as matching funds in
certain cases. (See relevant sections of 7
CFR parts 3015 and 3019.)

Comment: One commenter indicated
that the distinction between Rural
Cooperative Development Grants and
Agricultural Innovation Centers was
unclear.

Response: No change. Section
4284.502 outlines how Rural
Cooperative Development Grants will be
used with further explanation of the use
of the funds for the program explained
in 4284.508. Section 4284.1001 outlines
the purpose of the Agriculture
Innovation Demonstration Centers with
further explanation of the use of the
funds for the program explained in
§4284.1008. It is our opinion that no
further explanation is necessary.

B. Comments on the Value-Added
Producer Grant (VAPG) Program

Comment: One commenter
recommended that the entire VAPG
Program be discontinued.

Response: No change. Under the
Constitution, only Congress has the
authority to end a legislated program.

Comment: One commenter believed
the definition of a producer excluded
forest-based businesses that rely on
public lands and those that do contract
logging on private lands.

Response: Agree in part. The
authorizing legislation for the VAPG
Program directs funds toward assisting
agricultural producers, not
manufacturers of agricultural products.
We have expanded the definition of
producer to include those who may not
own the land, but do own the product
that has value added to it. Thus, we
believe “log producers’ are eligible
applicants under the revised definition.

Comment: One commenter noted that
the definition of Independent Producers
regarding contract production and joint
ownership appears contradictory to the
Majority-Controlled Producer-Based
Business Venture definition as
proposed.

Response: Agree in part. The
definition is confusing. However, we do
not consider producers who do not own
the product produced to be
independent. Therefore, we have
modified the definition of “Independent
Producers” in 8§4284.3 to exclude
producers who produce the agricultural
product under contract for another
entity, but do not own the product
produced.

Comment: One commenter questioned
whether the proposed definition of
“Independent Producers” included
steering committees.

Response: No change. We believe the
definition of “Independent Producers”
includes steering committees as defined
in §4284.3, *’An independent producer
can also be a steering committee
composed of independent agricultural
producers in the process of organizing
an association to operate a value-added
venture that will be owned and
controlled by the independent

producers supplying agricultural
product to the market.”

Comment: Two commenters noted
that preventing applicants from using
funds (including matching funds) for
planning, repair, rehabilitation,
acquisition, or construction of a
building or facility, or for the purchase,
rental, or installation of fixed equipment
will created a significant barrier to
promoting innovative partnerships,
business-to-business ventures or public-
private initiatives.

Response: No change. The authorizing
legislation for the VAPG Program
specifically prohibits the use of funds
for planning, repair, rehabilitation,
acquisition, or construction of a
building or facility, or for the purchase,
rental, or installation of fixed
equipment.

Comment: One commenter was
concerned that the structure of the
VAPG Program, the criteria for
evaluation, the match requirements, and
the prohibition on the purchase of
equipment and building of new
facilities make the program of little use
to forest-based businesses in rural
communities despite the fact that the
definition of “Agricultural Product”
includes forestry products.

Response: No change. The match
requirements and the prohibition on the
purchase of equipment and the building
of new facilities are contained in the
authorizing legislation. We believe that
the structure of the program and the
evaluation criteria do not discriminate
against forest-based business, but hold
all types of businesses to the same
standards.

Comment: Two commenters suggested
that grant applicants applying for
working capital funds certify that they
have a financial record keeping system
in place that meets minimum
accounting standards.

Response: No change. Relevant
sections of 7 CFR parts 3015 and 3019
already address this issue.

Comment: Two commenters noted
that the proposed regulation did not
include language limiting Majority-
Controlled, Producer-Based Business
Ventures to ten percent of the total
funding for the program.

Response: Agree. Section 6401 of the
2002 Farm Bill amends section 231 of
the Agricultural Risk Protection Act of
2000 to state in part, ‘““The amount of
grants provided majority-controlled
producer-based business ventures under
paragraph (1)(B) for a fiscal year may
not exceed 10 percent of the amount of
funds that are used to make grants for
the fiscal year under this subsection.”
This limitation has been added to the
language of the final regulation.
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Comments: Three commenters
expressed confusion over how many
grants an entity may apply for and
receive.

Response: Agree. These comments are
partially addressed by 8§ 4284.907(d)
which states, ““No project may be the
subject of more than one Planning Grant
or more than one Working Capital
Grant. The same project may, however,
be awarded one Planning Grant and
subsequently apply for and receive a
Working Capital Grant.”” However, the
Agency believes the same project should
not receive more than one planning
grant or more than one working capital
grant. Projects receiving Value-Added
Producer Grants should be viable and
sustainable. These grants are to assist
the start of new ventures, not to sustain
them. If a venture simultaneously needs
more than one grant (either planning or
working capital), it is not considered
sustainable for purposes of this
program. The Agency seeks to fund a
broad diversity of projects and in so
doing has determined that only one
award per applicant per funding cycle is
appropriate. The Agency believes a
previously awarded applicant can apply
for and receive another grant for a
totally different project in a different
funding cycle. A change to the final rule
is included to reflect a project
restriction of $500,000. This limitation
applies to a project rather than a grantee
and clarifying language has been added.
See §4284.909.

Comment: One commenter suggested
that the restriction limiting funding to
one project per applicant in proposed
§4284.907(e) be deleted or modified to
accommodate applicants with diverse
membership subgroups and a strong
capability of managing federal funds.

Response: No change. We recognize
that there are numerous potential
applicants who could effectively
manage several different projects.
However, it is our policy to award
grants to as many different recipients as
possible to ensure that the maximum
number of groups receive the
opportunity to benefit from this
program.

Comment: One commenter asked that
we specify a maximum number of days
between the deadline for the grant
application and the time of grantee
notification.

Response: No change. It is not
possible for us to specify the number of
days between the deadline for the grant
application and the time of grantee
notification because the volume and
quality of applications is unknown for
each funding cycle. It is our policy to
conduct the review of the applications

received and to notify grantees as
quickly as possible.

Comment: One commenter asked if
the “description of the task in detail” is
required to be duplicated because
§4284.910 notes that “‘each of the
proposal evaluation criteria referenced
in the RFP must be addressed,
specifically and individually in
narrative form,” while §4284.913 states
that one must provide *‘specific and
detailed planning task descriptions.”

Response: No change. We are asking
for a narrative as part of the application
and have detailed what items need to be
in that narrative. At the same time the
final rule provides information as to
how that narrative will be evaluated. No
duplication is required nor implied thus
we feel no clarification is needed.

Comment: One commenter expressed
concern that entities applying for
planning grants may not be fully formed
or financed until after the feasibility of
the business and marketing plans are
demonstrated.

Response: No change. The regulation
provides for steering committees to be
eligible applicants in order to
accommodate organizations that are not
fully formed.

Comment: One commenter pointed
out that being able to apply for grants
more than once per year would be
helpful because projects may be idle for
months as applicants wait for the next
application period.

Response: No change. While we agree
that multiple application periods per
year would be helpful for applicants, we
do not have the resources to properly
administer the program more than once
ayear.

Comment: One commenter suggested
having small planning grants available
year-round to cover the costs of
preliminary feasibility work to screen
out non-viable projects before spending
any more time or money.

Response: No change. The legislation
that established this program does not
allow for a set aside for small planning
grants.

Comment: One commenter suggested
allowing reimbursement of project
expenses incurred prior to the award of
the grant or allowing the payment by the
recipient of those expenses to be used
as matching funds for the grant.

Response: No change. Applicants may
request reimbursement of pre-award
costs in accordance with applicable
sections of 7 CFR parts 3015 and 3019.

Comment: One commenter suggested
that “‘substantial ranking points be given
to projects that focus on solving
marketing and distribution obstacles.”

Response: No change. The authorizing
legislation states what are considered

eligible value-added activities in broad
terms, but does not provide for
preferences among those eligible
activities. It is our policy to consider all
eligible activities equally.

Comment: One commenter expressed
confusion about the eligibility of
agricultural production.

Response: Agree. We agree that the
proposed regulation was confusing.
Therefore, we have modified
§4284.907(a) to drop the reference to
agricultural products and to refer back
to the specific definition in this rule.
Agricultural production expenses may
be an eligible use of funds if they are a
part of the differentiated production or
marketing as demonstrated in a business
plan.

Comment: One commenter requested
that farmer and rancher cooperatives be
able to utilize grants for existing as well
as emerging markets.

Response: No change. The authorizing
legislation specifies that farmer and
rancher cooperatives use grant funds for
emerging markets only.

Comment: Six commenters suggested
that priority in the scoring of grant
applications be given to the
development of all biobased products,
not just bioenergy.

Response: No change. We have
awarded points for proposals with
substantive bioenergy components in
the past because bioenergy was a
Presidential initiative. In this regulation,
however, the evaluation criteria in
§4284.913 do not include any criteria
for bioenergy. Rather, criterion number
8 indicates that we may award points in
the future for proposals that focus on
Presidential initiatives. Because
Presidential initiatives can change over
time, we will announce descriptions of
the initiative(s) and the points to be
awarded with the applicable NOFA.
Thus, it is possible that the program
could award extra points for all
biobased products in the future. The
VAPG program also allows up to five
additional points to be awarded to a
proposal by the Agency’s Administrator
to help accomplish Agency objectives
such as implementing Presidential
initiatives.

Comment: 116 commenters
recommended awarding additional
points to proposals that focus on small-
and medium-sized farms.

Response: No change. The authorizing
legislation for the VAPG program (the
Agricultural Risk Protection Act of 2000
as amended by the 2002 Farm Bill) does
not give special consideration to any
size, type, or class of producer and
rancher, except in one area. Should the
sustainability of small- and medium-
sized farms and ranches become a
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Presidential initiative, criterion number
8 can be changed to reflect this new
emphasis. Also, the VAPG program
allows up to five additional points to be
awarded to a proposal by the Agency’s
Administrator to help accomplish
Agency objectives, including the
implementation of Presidential
initiatives. Thus, if the promotion of
small- and medium-sized farms
becomes a Presidential initiative,
Administrator points could be awarded
to proposals that focus on these farms
and ranches. Also, of the four types of
eligible applicants defined in the
authorizing legislation, only
independent producers are exempt from
the “emerging markets” requirement.
Many small and medium-sized farms
and ranchers are eligible as
“Independent Producers,” and, thus,
have one less condition to satisfy. Plus,
evaluation criterion 6 (Amount
Requested) awards greater points for the
smaller grant dollar requests. Small- and
medium-sized enterprises often have
smaller grant requests and may take
advantage of this criterion.

Comment: Two commenters suggested
we add language to the regulation
concerning the eligibility of research for
grant funds. One commenter suggested
that we add language indicating grant
funds may be used for research into the
development of products while another
commenter suggested we clearly note
that research and development costs are
not eligible uses of funds.

Response: Agree. We have added
language to §4284.10 clearly expressing
that grant funds may not be used for
research and development. There are
many other grant programs that do
support research and development, and
we believe the primary focus of this
program is marketing developed
products.

Comment: One commenter suggested
we add points to proposals that bring
value-added business opportunities to
economically distressed rural areas and
Indian reservations.

Response: No change. The authorizing
legislation does not target either of these
two areas. However, should increasing
business opportunities to economically
distressed rural areas and Indian
reservations become a Presidential
initiative, criterion number 8 can be
changed to reflect this new emphasis.
Also, the VAPG program allows up to
five additional points to be awarded to
a proposal by the Agency’s
Administrator to help accomplish
Agency objectives, including the
implementation of Presidential
initiatives. Thus, if increasing business
opportunities to economically
distressed rural areas and Indian

reservations becomes a Presidential
initiative, Administrator points could be
awarded to proposals that focus on
these activities.

Comment: 116 commenters suggested
adding language to the evaluation
criteria to give more weight to those
proposals that contribute to
environmental health and sustainability.

Response: No change. The authorizing
legislation does not target this area, and
we believe that a standard evaluation of
environmental health and sustainability
is not possible. Should environmental
health and sustainability become a
Presidential initiative, criterion number
8 can be changed to reflect this new
emphasis. Plus, the VAPG program
allows up to five additional points to be
awarded to a proposal by the Agency’s
Administrator to help accomplish
Agency objectives such as implementing
Presidential initiatives. Thus, if the
promotion of environmental health and
sustainability becomes a Presidential
initiative, Administrator points could be
awarded to proposals that focus on this
activity.

Comment: One commenter suggested
limiting eligibility to cooperatives.

Response: No change. The authorizing
legislation specifically identifies the
eligible entities for this program. We do
not have the authority to restrict
eligibility beyond what is authorized by
Congress.

Comment: One commenter noted that
in §4284.3, there are definitions for
both ““cooperatives’ and ‘‘farmer
cooperatives” that could be mutually
inconsistent.

Response: Agree. We have removed
the term ““Cooperative” and revised the
definition for *‘Farmer or Rancher
Cooperative’ to be specific to farmer or
rancher-owned and controlled
businesses from which benefits are
derived and distributed equitably on the
basis of use by each of the farmer or
rancher owners. We have observed a
trend in state cooperative incorporation
law to allow more and more outside
(non-farmer or non-rancher) investment
in agricultural cooperatives. In one
state, up to 85 percent of the members
of agricultural cooperatives can be non-
producers. The purpose of the value-
added programs is to help agricultural
producers, however, and we are of the
view that program funding should be
strictly targeted to recipients that meet
the definition in this final rule.

Comment: One commenter noted in
§4284.3 that there is no definition for a
feasibility study. The commenter
expressed confusion about the
difference between a feasibility study
and feasibility analysis and suggested
that definitions be provided.

Response: No change. We do not
believe there is a difference between
feasibility analysis and conducting a
feasibility study. Both terms describe
the same activity, that that activity is an
eligible use of grant funds.

C. Comments on the Agricultural
Innovation Center (AIC) Program

Comment: Six commenters suggested
that the composition of the Board of
Directors specified in §4284.1004 be
modified to include additional or
alternative members. Two additional
commenters recommended that existing
centers not be required to change their
Board of Directors composition in order
to be eligible for the grant.

Response: No change. The authorizing
legislation specifies the composition of
the Board of Directors and does not
provide for that composition to be
modified or for any entity to be exempt
from that requirement.

Comment: Four commenters
expressed confusion about the
definition of a “Center”” provided in
§4284.1004 as well as the eligibility of
existing centers.

Response: No change. The definition
of a “Center”” provided in the regulation
does not imply that existing entities that
consider themselves to be agriculture
innovation centers are ineligible to
apply for this grant. Any entity that
meets the eligibility criteria listed in
§4284.1007 is eligible to apply for this
grant.

Comment: Two commenters noted
that it was unclear whether scale
production is an eligible use of grant
funds.

Response: Agree. We have made
express provision for Scale Production
Assessment studies as an eligible use of
funds, where these studies look at a
variety of plant sizes to determine
which size is most efficient for the
proposed value-added activity. Note
that the eligible use does not refer to
building new facilities—an activity
explicitly prohibited by the authorizing
legislation. We have added a definition
of scale production assessments to
§4284.1004.

Comment: One commenter noted that
he could not find any reference in the
proposed rule to the maximum grant
amount, the matching requirements, and
the length of the grant period.

Response: Agree. The authorizing
legislation clearly states the maximum
grant amount and § 4284.1009 has been
added to the final rule to reflect that
maximum amount. The grant period
will be addressed in the applicable grant
agreement.

Comment: One commenter suggested
that trade associations, marketing
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associations, and flexible manufacturing
networks should be eligible for the
grant.

Response: No change. Section
4284.1007 defines the eligibility
requirements for this grant. Any trade or
marketing association controlled by
producers is eligible if it defines a
specific group of producers to be
helped.

Comment: Two commenters suggested
modifying § 4284.1008(d) to include
education and training as eligible uses
of grant funds.

Response: No change. The authorizing
legislation specifies that the agricultural
producers to be provided are “technical
assistance, consisting of engineering
services, applied research, scale
production, and similar services, to
enable the agricultural producers to
establish businesses * * * but does
not allow for the more indirect help of
education and training. Also, because
education and training are funded by
other sources, there is no need to
include them as eligible uses in this
program.

Comment: One commenter expressed
confusion about the statement in
proposed 8§ 4284.1009(c)(5)(ix) that says,
“If the Center is not to be an
independent legal entity, provide copies
of the corporate governance documents
that describe how members of the Board
of Directors for the Center are to be
determined.” The commenter believed
that we had failed to address the
documentation needed by non-legal
entities.

Response: No change. An applicant
must be a legal entity to apply for the
grant. The statement in question is
meant to distinguish between the
documentation needed by Centers that
are stand-alone entities (i.e.,
independent legal entities) and the
documentation needed by Centers that
are subsidiaries of another legal entity.

Comment: Four commenters, in
reference to proposed §4284.1012,
suggested that preference should be
given to organizations that can
demonstrate expertise and ability to
provide assistance as well as a proven
track record of success in providing
technical assistance.

Response: No change. We believe the
selection criteria “ability to deliver,”
“successful track record,” and
*qualifications of personnel” adequately
address an organization’s ability and
experience in providing technical
assistance and other producer services
as well as its track record in providing
those services.

Comment: One commenter suggested
that the following language be added to
§4284.1012(b): ““and in reaching and

serving the full range and diversity of
agriculture within the State, including
small and medium-sized farms and
ranches, young and beginning farmers,
and socially disadvantaged producers.”
Similarly, the commenter asked that the
local support activity reflect special
consideration for the same group of
producers as well as a broad diversity of
others.

Response: No change. Because the
authorizing legislation does not give
special consideration to any size, type,
or class of producer and rancher, it is
our opinion that neither the applicant’s
track record, nor the local support
record, can be based on any of these
special considerations.

Comment: Three commenters
expressed concern that the evaluation
criterion in §4284.1012(d) placed too
much emphasis on in-house expertise.

Response: No change. We recognize
that no Center will be able to have 100
percent of the necessary expertise in-
house. The Agency recognizes the value
of contractors and the contribution they
can make to rural development.
Applicants will be rewarded if they can
show they have qualified consultants on
retainer. However, we believe it is
important to have enough in-house
expertise in technical assistance
activities and administrative activities
to ensure that all services are delivered
effectively and efficiently, including
those of contractors. By providing a
greater reward to applicants who have a
higher level of in-house expertise, we
believe this will help increase the
effective and efficient delivery of
services.

Comment: One commenter suggested
that experience in forming farmer-
owned cooperatives and helping
cooperatives develop business plans
should be emphasized in the evaluation
criteria.

Response: No change. The focus of
this program is not cooperative
development, but rather assisting
producers with producing and
marketing value-added products. It is
our position that the Centers should be
able to provide assistance with whatever
business model they and producers find
to be most effective for each individual
situation rather than encouraging one
business model over another in all
situations.

Comment: Three commenters
suggested that Centers be mandated to
support the development of biobased
products.

Response: No change. It is our
position that the Centers and the
producers they assist should choose the
products that they believe will be
sustainable and profitable rather than

have us dictate what products should be
produced and marketed.

D. Comments on the Rural Cooperative
Development Grant (RCDG) Program

Comment: One commenter expressed
concern about a perceived change in
focus from a broad vision of cooperative
development to a more limited technical
scope. The commenter also suggested a
decrease in focus on low income and
minority people living in distressed
rural areas.

Response: No change. We believe
there has been no change in the scope
of the program. This program has
always sought to support a variety of
technical assistance activities in those
centers that received funding. These
include conducting feasibility analyses,
developing business plans, conducting
marketing studies, providing
organizational advice, and conducting
educational activities. We will continue
to encourage centers funded under the
revised regulation to offer a full array of
technical assistance services. Also, the
focus on low income and minorities in
distressed areas has not changed. One of
the selection criteria continues to be the
level of commitment the applicant has
to providing technical assistance to
underserved and economically
distressed areas.

Comment: One commenter notes that
a set aside for minority-owned and
controlled centers is not mentioned in
the proposed regulation.

Response: The set aside for minority
centers is not part of the authorizing
legislation (the Consolidated Farm and
Rural Development Act as amended by
the 2002 Farm Bill). This set aside has
been authorized by various annual
appropriations legislation in the past.
Because the set aside is not part of the
program’s authorizing legislation, it is
not included in the regulation.

Comment: One commenter noted an
inconsistency between §4284.502 and
§4284.508. The policy section includes
development of rural cooperatives,
value-added processing businesses, and
rural businesses. The section addressing
use of grant funds includes only the
development of rural cooperatives.

Response: Agree. The focus of the
RCDG Program is cooperative
development, not general business
development. We have added language
to §4284.502 to clarify this focus.

Comment: One commenter suggested
that cooperative development centers
should be required to have stakeholder
representation on their governing
boards. The commenter also suggested
an independent survey of stakeholders
to evaluate outcomes of Center activities
and qualifications of the Centers.
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Response: Agree in part. The
authorizing legislation has no
requirement that Centers have boards
and so we did not dictate the
composition of the boards. We agree
that a survey of stakeholders is a good
idea and we will seriously consider
conducting a survey. However,
conducting the survey would be an
Agency activity rather than a center
activity, so it will not be addressed in
the regulation.

Comment: One commenter expressed
concern that the limitation in § 4284.509
restricting grants to one-year or less time
periods does not support ongoing
technical assistance. The commenter
suggested that ongoing funding should
be tied to evaluation of results by
stakeholders.

Response: No change. The program
appropriations are made on an annual
basis and future funding levels are
unknown. Thus, it is our policy to fund
one-year grant periods. Previous
recipients must successfully
demonstrate a proven track record and
evidence of project completion through
competition with other applicants in
order to receive funding.

Comment: Eleven commenters had
concerns regarding the evaluation
criteria of “Future Support” listed in
§4284.513. The focus of these
comments was that centers should not
be rewarded for having plans for non-
RCDG funding.

Comment: Disagree. The RCDG
Program is a competitive grant program,
not an entitlement. Cooperative
development centers compete with each
other on an annual basis for these grant
funds. Currently funded cooperative
development centers are not assured
funding in the following year. There
have been a number of centers funded
for one or two years and not funded the
next year. Farmers and other rural
residents, including underserved and
minority groups, have been adversely
affected in these situations. We believe
that those centers who find other
funding sources should be rewarded
because they are better able to serve
their customers in the event they do not
receive RCDG funding. We have revised
the Future Support criterion to better
reflect our position on this issue.

Comment: Twelve commenters
suggested that the **Amount Requested”
evaluation criterion listed in §4284.513
be removed.

Response: Agree. The evaluation
criterion has been eliminated.

Comment: One commenter expressed
concern that the RCDG Program does
not provide incentives and support for
cooperatives and centers who work
together.

Response: No change. The regulations
do provide incentives for cooperatives
to work together and for centers to help
cooperatives do this. An applicant for
an RCDG will receive more points in the
Linkages evaluation criteria listed in
§4284.513 if it demonstrates the ability
to create horizontal and vertical linkages
among businesses. The regulation does
not discuss linkages among centers
because they currently exist and are
highly developed.

Comment: One commenter requested
that funds from other grant programs be
allowed as matching funds.

Response: No change. 7 CFR
3019.23(a)(5) states that matching funds
shall not be “paid by the Federal
Government under another award
except where authorized by Federal
statute to be used for cost sharing or
matching.”

List of Subjects

7 CFR Part 1951

Grant programs—Housing and
community development, Reporting
requirements, Rural development.

7 CFR Part 4284

Agricultural commodities, Agriculture
innovation centers, Agricultural
marketing research, Business and
Industry, Grant programs—Housing and
community development, Rural areas,
Rural development, Value-added.

» Accordingly, chapters XVIIl and XLII,
title 7, of the Code of Federal Regulations
are amended as follows:

PART 1951—SERVICING AND
COLLECTIONS

» 1. The authority citation for part 1951
continues to read as follows:

Authority: 5 U.S.C. 301; 7 U.S.C. 1932
Note; 7 U.S.C. 1989; 31 U.S.C. 3716; 42
U.S.C. 1480.

= 2. Revise § 1951.201 to read as follows:

Subpart E—Servicing of Community
and Direct Business Programs Loans
and Grants

§1951.201 Purposes.

This subpart prescribes the Rural
Development mission area policies,
authorizations and procedures for
servicing the following programs: Water
and Waste Disposal System loans and
grants, Community Facility loans and
grants, Rural Business Enterprise/
Television Demonstration grants; loans
for Grazing and other shift-in-land-use
projects; Association Recreation loans;
Association Irrigation and Drainage
loans; Watershed loans and advances;
Resource Conservation and
Development loans; Direct Business

loans; Economic Opportunity
Cooperative loans; Rural Renewal loans;
Energy Impacted Area Development
Assistance Program grants; National
Nonprofit Corporation grants; Water and
Waste Disposal Technical Assistance
and Training grants; Emergency
Community Water Assistance grants;
System for Delivery of Certain Rural
Development Programs panel grants;
section 306C WWD loans and grants;
and, in part 4284 of this title, Rural and
Cooperative Development Grants,
Value-Added Producer Grants and
Agriculture Innovation Center Grants.
Rural Development State Offices act on
behalf of the Rural Utilities Service, the
Rural Business-Cooperative Service and
the Farm Service Agency as to loan and
grant programs formerly administered
by the Farmers Home Administration
and the Rural Development
Administration. Loans sold without
insurance to the private sector will be
serviced in the private sector and will
not be serviced under this subpart. The
provisions of this subpart are not
applicable to such loans. Future changes
to this Subpart will not be made
applicable to such loans.

PART 4284—GRANTS

= 3. The authority citation for part 4284
is revised to read as follows:

Authority: 5 U.S.C. 301 and 7 U.S.C. 1989.

Subpart F also issued under 7 U.S.C
1932(e).

Subpart G also issued under 7 U.S.C
1926(a)(11).

Subpart J also issued under 7 U.S.C 1621
note.

Subpart K also issued under 7 U.S.C. 1621
note.

m 4. Subpart A of part 4284, consisting of
§8§4284.1 through 4284.100 is added to
read as follows:

Subpart A—General Requirements for
Cooperative Services Grant Programs

Sec.

4284.1
4284.2
4284.3
4284.4
4284.5
4284.6

Purpose.

Policy.

Definitions.

Appeals.

[Reserved]

Applicant eligibility.

4284.7 Electronic submission.

4284.8 Grant approval and obligation of
funds.

4284.9 Grant disbursement.

4284.10 Ineligible grant purposes.

4284.11 Award requirements.

4284.12 Reporting requirements.

4284.13 Confidentiality of reports.

4284.14 Grant servicing.

4284.15 Performance reviews.

4284.16 Other considerations.

4284.17 Member delegate clause.

4284.18 Audit requirements.
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4284.19 Programmatic changes.
4284.20-4284.99 [Reserved]
4284.100 OMB control number.

§4284.1 Purpose.

The purpose of this subpart is to set
forth definitions and requirements
which are common to all grant programs
set forth in this part administered by
Cooperative Services within the Rural
Business-Cooperative Service (RBS).
Programs administered by the Business
Programs within RBS are not affected by
this subpart.

§4284.2 Policy.

It is the policy of Cooperative Services
to administer grant programs as
uniformly as possible to minimize
unnecessary inconsistencies in the
administration of the grant programs
provided for in this part. The specific
provisions or definitions provided in
the subparts that are specific to
Cooperative Services are supplemental
to these general provisions. Where a
specific program provision is expressly
different from what is provided in this
subpart, the program specific subpart
shall prevail.

§4284.3 Definitions.

Agency—Rural Business-Cooperative
Service (RBS), an agency of the United
States Department of Agriculture
(USDA), or a successor agency.

Agricultural Producer—Persons or
entities, including farmers, ranchers,
loggers, agricultural harvesters and
fishermen, that engage in the production
or harvesting of an agricultural product.
Producers may or may not own the land
or other production resources, but must
have majority ownership interest in the
agricultural product to which Value-
Added is to accrue as a result of the
project. Examples of agricultural
producers include: a logger who has a
majority interest in the logs harvested
that are then converted to boards, a
fisherman that has a majority interest in
the fish caught that are then smoked, a
wild herb gatherer that has a majority
interest in the gathered herbs that are
then converted into essential oils, a
cattle feeder that has a majority interest
in the cattle that are fed, slaughtered
and sold as boxed beef, and a corn
grower that has a majority interest in the
corn produced that is then converted
into corn meal.

Agriculture Producer Group—An
organization that represents
Independent Producers, whose mission
includes working on behalf of
Independent Producers and the majority
of whose membership and board of
directors is comprised of Independent
Producers.

Agricultural Product—Plant and
animal products and their by-products
to include forestry products, fish and
seafood products.

Cooperative Services—The office
within RBS, and its successor
organization, that administers programs
authorized by the Cooperative
Marketing Act of 1926 (7 U.S.C. 451 et
seq.) and such other programs so
identified in USDA regulations.

Economic development—The
economic growth of an area as
evidenced by increase in total income,
employment opportunities, decreased
out-migration of population, value of
production, increased diversification of
industry, higher labor force
participation rates, increased duration
of employment, higher wage levels, or
gains in other measurements of
economic activity, such as land values.

Emerging Market—A new or
developing market for the applicant,
which the applicant has not
traditionally supplied.

Farmer or Rancher Cooperative—A
farmer or rancher-owned and controlled
business from which benefits are
derived and distributed equitably on the
basis of use by each of the farmer or
rancher owners.

Fixed equipment—Tangible personal
property used in trade or business that
would ordinarily be subject to
depreciation under the Internal Revenue
Code, including processing equipment,
but not including property for
equipping and furnishing offices such as
computers, office equipment, desks or
file cabinets.

Independent Producers—Agricultural
producers, individuals or entities
(including for profit and not for profit
corporations, LLCs, partnerships or
LLPs), where the entities are solely
owned or controlled by Agricultural
Producers who own a majority
ownership interest in the agricultural
product that is produced. An
independent producer can also be a
steering committee composed of
independent producers in the process of
organizing an association to operate a
Value-Added venture that will be
owned and controlled by the
independent producers supplying the
agricultural product to the market.
Independent Producers must produce
and own the agricultural product to
which value is being added. Producers
who produce the agricultural product
under contract for another entity but do
not own the product produced are not
independent producers.

Majority-Controlled Producer-Based
Business Venture—A venture where
more than 50% of the ownership and
control is held by Independent

Producers, or, partnerships, LLCs, LLPs,
corporations or cooperatives that are
themselves 100 percent owned and
controlled by Independent Producers.

Matching Funds—Cash or confirmed
funding commitments from non-Federal
sources unless otherwise provided by
law. Unless otherwise provided,
matching funds must be at least equal to
the grant amount. Unless otherwise
provided, in-kind contributions that
conform to the provisions of 7 CFR
3015.50 and 7 CFR 3019.23, as
applicable, can be used as matching
funds. Examples of in-kind
contributions include volunteer services
furnished by professional and technical
personnel, donated supplies and
equipment, and donated office space.
Matching funds must be provided in
advance of grant funding, such that for
every dollar of grant that is advanced,
not less than an equal amount of match
funds shall have been funded prior to
submitting the request for
reimbursement. Matching funds are
subject to the same use restrictions as
grant funds. Funds used for an ineligible
purpose will not be considered
matching funds.

National Office—USDA RBS
headquarters in Washington, DC.

Nonprofit institution—Any
organization or institution, including an
accredited institution of higher
education, no part of the net earnings of
which may inure, to the benefit of any
private shareholder or individual.

Product segregation—Physical
separation of a product or commodity
from similar products. Physical
separation requires a barrier to prevent
mixing with the similar product.

Public body—Any state, county, city,
township, incorporated town or village,
borough, authority, district, economic
development authority, or Indian tribe
on federal or state reservations or other
federally recognized Indian tribe in
rural areas.

RFP—Request for Proposals.

Rural and rural area—includes all the
territory of a state that is not within the
outer boundary of any city or town
having a population of 50,000 or more
and the urbanized area contiguous and
adjacent to such city or town, as defined
by the U.S. Bureau of the Census using
the latest decennial census of the United
States.

Rural Development—A mission area
within the USDA consisting of the
Office of Under Secretary for Rural
Development, Office of Community
Development, Rural Business-
Cooperative Service, Rural Housing
Service and Rural Utilities Service and
their successors.
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State—includes each of the several
States, the Commonwealth of Puerto
Rico, the Virgin Islands of the United
States, Guam, American Samoa, the
Commonwealth of the Northern Mariana
Islands, and, as may be determined by
the Secretary to be feasible, appropriate
and lawful, the Freely Associated States
and the Federated States of Micronesia.

State Office—USDA Rural
Development offices located in each
state.

Value-Added—The incremental value
that is realized by the producer from an
agricultural commodity or product as
the result of a change in its physical
state, differentiated production or
marketing, as demonstrated in a
business plan, or Product segregation.
Also, the economic benefit realized from
the production of farm or ranch-based
renewable energy. Incremental value
may be realized by the producer as a
result of either an increase in value to
buyers or the expansion of the overall
market for the product. Examples
include milling wheat into flour,
slaughtering livestock or poultry,
making strawberries into jam, the
marketing of organic products, an
identity-preserved marketing system,
wind or hydro power produced on land
that is farmed and collecting and
converting methane from animal waste
to generate energy. Identity-preserved
marketing systems include labeling that
identifies how the product was
produced and by whom.

§4284.4 Appeals.

Any appealable adverse decision
made by the Agency may be appealed in
accordance with USDA appeal
regulations found at 7 CFR part 11 and
subpart B of part 1900. If the Agency
makes a determination that a decision is
not appealable, a participant may
request that it be reviewed by the
Director of the National Appeals
Division.

§4284.5 [Reserved]

§4284.6 Applicant eligibility.

An outstanding judgment obtained
against an applicant by the United
States in a Federal Court (other than in
the United States Tax Court), which has
been recorded, shall cause the applicant
to be ineligible to receive any assistance
until the judgment is paid in full or
otherwise satisfied. RBS grant funds
may not be used to satisfy the judgment.

§4284.7 Electronic submission.

Applicants and grant awardees are
encouraged, but not required, to submit
applications and reports in electronic
form as prescribed in requests for

proposals issued by USDA and in the
applicable grant agreements.

§4284.8 Grant approval and obligation of
funds.

The following statement will be
entered in the comment section of the
Request for Obligation of Funds, which
must be signed by the grantee:

The grantee certifies that it is in
compliance with and will continue to
comply with all applicable laws, regulations,
Executive Orders and other generally
applicable requirements, including those
contained in 7 CFR part 4284 and 7 CFR
parts 3015, 3016, 3017, 3018, 3019 and 3052
in effect on the date of grant approval, and
the approved Letter of Conditions.

§4284.9 Grant disbursement.

The Agency will determine, based on
7 CFR parts 3015, 3016 and 3019, as
applicable, whether disbursement of a
grant will be by advance or
reimbursement. The Agency may limit
the frequency in which a Request for
Advance or Reimbursement may be
submitted.

§4284.10 Ineligible grant purposes.

Grant funds may not be used to:

(a) Duplicate current services or
replace or substitute support previously
provided. If the current service is
inadequate, however, grant funds may
be used to expand the level of effort or
services beyond what is currently being
provided;

(b) Pay costs of preparing the
application package for funding under
this program;

(c) Pay costs of the project incurred
prior to the date of grant approval,

(d) Fund political activities;

(e) Pay for assistance to any private
business enterprise which does not have
a least 51 percent ownership by those
who are either citizens of the United
States or reside in the United States
after being legally admitted for
permanent residence;

(f) Pay any judgment or debt owed to
the United States;

(9) Plan, repair, rehabilitate, acquire,
or construct a building or facility
(including a processing facility);

(h) Purchase, rent or install Fixed
Equipment;

(i) Pay for the repair of privately
owned vehicles; or

() Fund research and development.

§4284.11 Award requirements.

In addition to specific grant
requirements, all approved applicants
will be required to do the following:

(a) Enter into a grant agreement with
USDA in form and substance similar to
the form of agreement as may be
published within or as an appendix to
the applicable RFP;

(b) Submit a feasibility study and
business plan showing the viability of
the venture, if any Federal grant and
matching funds are to be used as
working capital;

(c) Use “Request for Advance or
Reimbursement” to request advances or
reimbursements, as applicable, but not
more frequently than once a month;

(d) Maintain a financial management
system that is acceptable to the Agency;
and

(e) Collect and maintain data on race,
sex and national origin of the
beneficiaries of the project.

§4284.12 Reporting requirements.

Grantees must submit the following to
USDA:

(a) A “Financial Status Report” listing
expenditures according to agreed upon
budget categories, on a semi-annual
basis. Reporting periods end each March
31 and September 30. Reports are due
30 days after the reporting period ends.

(b) Semi-annual performance reports
that compare accomplishments to the
objectives stated in the proposal.
Identify all tasks completed to date and
provide documentation supporting the
reported results. If the original schedule
provided in the work plan is not being
met, the report should discuss the
problems or delays that may affect
completion of the project. Objectives for
the next reporting period should be
listed. Compliance with any special
condition on the use of award funds
should be discussed. Reports are due as
provided in paragraph (a) of this
section. The supporting documentation
for completed tasks include, but are not
limited to, feasibility studies, marketing
plans, business plans, articles of
incorporation and bylaws and an
accounting of how working capital
funds were spent.

(c) Final project performance reports,
inclusive of supporting documentation.
The final performance report is due
within 30 days of the completion of the
project.

§4284.13 Confidentiality of reports.

All reports submitted to the Agency
will be held in confidence to the extent
permitted by law.

§4284.14 Grant servicing.

Grants will be serviced in accordance
with 7 CFR part 1951, subparts E and O.
Grantees will permit periodic inspection
of the program operations by a
representative of the Agency. All non-
confidential information resulting from
the Grantee’s activities shall be made
available to the general public on an
equal basis.
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§4284.15 Performance reviews.

(a) USDA will incorporate
performance criteria in grant award
documentation and will regularly
evaluate the progress and performance
of grant awardees.

(b) USDA may elect to suspend or
terminate a grant in all or part, or
funding of a particular workplan
activity, but nevertheless fund the
remainder of a request for an advance or
reimbursement, as applicable, where
USDA has determined:

(1) That the grantee or subrecipient of
grant funds has demonstrated
insufficient progress in complying with
the terms of the grant agreement;

(2) There is reason to believe that
other sources of joint funding have not
been or will not be forthcoming on a
timely basis; or

(3) Such other cause as USDA
identifies in writing to the grantee
(including but not limited to the use of
Federal grant funds for ineligible
purposes).

§4284.16 Other considerations.

(a) Environmental review. All grants
made under this subpart are subject to
the requirements of 7 CFR part 1940,
subpart G. Applications for technical
assistance or planning projects are
generally excluded from the
environmental review process by
§1940.333, provided the assistance is
not related to the development of a
specific site. Applicants for grant funds
must consider and document within
their plans the important environmental
factors within the planning area and the
potential environmental impacts of the
plan on the planning area, as well as the
alternative planning strategies that were
reviewed.

(b) Civil rights. All grants made under
this subpart are subject to the
requirements of title VI of the Civil
Rights Act of 1964, which prohibits
discrimination on the basis of race,
color and national origin as outlined in
7 CFR part 1901, subpart E. In addition,
the grants made under this subpart are
subject to the requirements of section
504 of the Rehabilitation Act of 1973, as
amended, which prohibits
discrimination on the basis of disability;
the requirements of the Age
Discrimination Act of 1975, which
prohibits discrimination on the basis of
age; and title 11l of the Americans with
Disabilities Act, which prohibits
discrimination on the basis of disability
by private entities in places of public
accommodations. This program will
also be administered in accordance with
all other applicable civil rights law.

(c) Other USDA regulations. The grant
programs under this part are subject to

the provisions of the following
regulations, as applicable:

(1) 7 CFR part 3015, Uniform Federal
Assistance Regulations;

(2) 7 CFR part 3016, Uniform
Administrative Requirements for Grants
and Cooperative Agreements to State
and Local Governments;

(3) 7 CFR part 3017, Governmentwide
Debarment and Suspension
(nonprocurement) and Governmentwide
Requirements for Drug-Free Workplace
(Grants);

(4) 7 CFR part 3018, New Restrictions
on Lobbying;

(5) 7 CFR part 3019, Uniform
Administrative Requirements for Grants
and Agreements with Institutions of
Higher Education, Hospitals and Other
Non-profit Organizations; and

(6) 7 CFR part 3052, Audits of States,
Local Governments and Non-profit
Organizations.

§4284.17 Member delegate clause.

No Member of Congress shall be
admitted to any share or part of a grant
program or any benefit that may arise
there from, but this provision shall not
be construed to bar as a contractor
under a grant a publicly held
corporation whose ownership might
include a Member of Congress.

§4284.18 Audit requirements.

Grantees must comply with the audit
requirements of 7 CFR part 3052. The
audit requirements apply to the years in
which grant funds are received and
years in which work is accomplished
using grant funds.

§4284.19 Programmatic changes.

The Grantee shall obtain prior
approval for any change to the scope or
objectives of the approved project.
Failure to obtain prior approval of
changes to the scope of work or budget
may result in suspension, termination
and recovery of grant funds.

§§4284.20—4284.99 [Reserved]

§4284.100 OMB control number.

The information collection
requirements contained in this
regulation have been approved by the
Office of Management and Budget
(OMB) and have been assigned OMB
control number 0570-0045.

m 5. Subpart F of part 4284, consisting of
884284.501 through 4284.600 is revised
to read as follows:

Subpart F—Rural Cooperative
Development Grants

Sec.
4284.501 Purpose.
4284.502 Policy.

4284.503 Program administration
4284.504 Definitions.
4284.505-4284.506 [Reserved]
4284.507 Eligibility for grant assistance.
4284.508 Use of grant funds.

4284.509 Limitations on grants.
4284.510 Application processing.
4284.511 Evaluation screening.
4284.512 Evaluation process.

4284.513 Evaluation criteria and weights.
4284.514 Grant closing.
4284.515-4284.599 [Reserved]
4284.600 OMB control number.

§4284.501 Purpose.

This subpart outlines the Agency’s
polices and procedures for making
grants for cooperative development in
rural areas.

§4284.502 Policy.

Rural cooperative development grants
will be used to facilitate the creation or
retention of jobs in rural areas through
the development of new rural
cooperatives, Value-Added processing
and rural businesses.

§4284.503 Program administration.

The rural cooperative development
grant program is administered by
Cooperative Services within the Agency.

§4284.504 Definitions.

Center—The entity established or
operated by the grantee for rural
cooperative development. It may or may
not be an independent legal entity
separate from the grantee.

Cooperative development—The
startup, expansion or operational
improvement of a cooperative to
promote development in rural areas of
services and products, processes that
can be used in the marketing of
products, or enterprises that create
Value-Added to farm products through
processing or marketing activities.
Development activities may include, but
are not limited to, technical assistance,
research services, educational services
and advisory services. Operational
improvement includes making the
cooperative more efficient or better
managed.

1994 Institution—means a college
identified as such for purposes of the
Equity in Educational Land-Grant Status
Act of 1994 (7 U.S.C. 301 note). Contact
the Agency for a list of currently eligible
colleges.

Project—A planned undertaking by a
Center that utilizes the funds provided
to it to promote economic development
in rural areas through the creation and
enhancement of cooperatives.

§4284.505-4284.506 [Reserved]

§4284.507 Eligibility for grant assistance.

Grants may be made to Nonprofit
corporations and institutions of higher
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education. Grants may not be made to
Public bodies.

§4284.508 Use of grant funds.

Grant funds may be used to pay up to
75 percent (95 percent where the
grantee is a 1994 Institution) of the cost
of establishing and operating centers for
rural cooperative development.
Matching funds contributed by the
applicant may include a loan from
another federal source. Grant funds may
be used for, but are not limited to,
providing the following to individuals,
cooperatives, small businesses and other
similar entities in rural areas served by
the Center:

(a) Applied research, feasibility,
environmental and other studies that
may be useful for the purpose of
cooperative development.

(b) Collection, interpretation and
dissemination of principles, facts,
technical knowledge, or other
information for the purpose of
cooperative development.

(c) Providing training and instruction
for the purpose of cooperative
development.

(d) Providing loans and grants for the
purpose of cooperative development in
accordance with the subpart.

(e) Providing technical assistance,
research services and advisory services
for the purpose of cooperative
development.

§4284.509 Limitations on grants.

Grants made pursuant to this subpart
shall be for one year or less.

§4284.510 Application processing.

(a) Applications. USDA will solicit
applications on a competitive basis by
publication of one or more Requests for
Proposals (RFPs). Unless otherwise
specified in the applicable RFP,
applicants must file an original and one
hard copy of the required forms and a
proposal.

(b) Required forms. The following
forms must be completed, signed and
submitted as part of the application
package. Other forms may be required.
This will be published in the applicable
RFP.

(1) “Application for Federal
Assistance”

(2) ““Budget Information—Non-
Construction Programs”

(3) ““Assurances—Non-Construction
Programs”

(c) Proposal. Each proposal must
contain the following elements.
Additional elements may be published
in the applicable RFP.

(1) Title Page.

(2) Table of Contents.

(3) Executive Summary. A summary
of the proposal should briefly describe

the Center, including goals and tasks to
be accomplished, the amount requested,
how the work will be performed and
whether organizational staff, consultants
or contractors will be used.

(4) Eligibility. A detailed discussion
describing how the applicant meets the
eligibility requirements.

(5) Proposal Narrative. The narrative
portion of the proposal must include,
but is not limited to, the following:

(i) Project Title. The title of the
proposed project must be brief, not to
exceed 75 characters, yet describe the
essentials of the project.

(ii) Information Sheet. A separate one-
page information sheet listing each of
the evaluation criteria referenced in the
RFP, followed by the page numbers of
all relevant material and documentation
contained in the proposal that address
or support the criteria.

(iii) Goals of the Project. This section
must include the following:

(A) A provision that substantiates that
the Center will effectively serve rural
areas in the United States;

(B) A provision that the primary
objective of the Center will be to
improve the economic condition of rural
areas through cooperative development;

(C) A description of the contributions
that the proposed activities are likely to
make to the improvement of the
economic conditions of the rural areas
for which the Center will provide
services.

(D) Provisions that the Center, in
carrying out the activities, will seek,
where appropriate, the advice,
participation, expertise, and assistance
of representatives of business, industry,
educational institutions, the Federal
Government, and State and local
governments.

(iv) Work Plan. Applicants must
discuss the specific tasks to be
completed using grant and matching
funds. The work plan should show how
customers will be identified, key
personnel to be involved, and the
evaluation methods to be used to
determine the success of specific tasks
and overall objectives of Center
operations. The budget must present a
breakdown of the estimated costs
associated with cooperative
development activities as well as the
operation of the Center and allocate
these costs to each of the tasks to be
undertaken. Matching funds as well as
grant funds must be accounted for in the
budget.

(v) Performance Evaluation Criteria.
Performance criteria suggested by the
applicant for incorporation in the grant
award in the event the proposal receives
grant funding under this subpart. These

suggested criteria are not binding on
USDA.

(vi) Undertakings. The applicant must
expressly undertake to do the following:

(A) Take all practicable steps to
develop continuing sources of financial
support for the Center, particularly from
sources in the private sector;

(B) Make arrangements for the
activities by the nonprofit institution
operating the Center to be monitored
and evaluated; and

(C) Provide an accounting for the
money received by the grantee under
this subpart.

(vii) Delivery of Cooperative
development assistance. The applicant
must describe its previous
accomplishments and outcomes in
Cooperative development activities and/
or its potential for effective delivery of
Cooperative development services to
rural areas. The applicant should also
describe the type(s) of assistance to be
provided, the expected impacts of that
assistance, the sustainability of
cooperative organizations receiving the
assistance, and the transferability of its
Cooperative development strategy and
focus to other areas of the U.S.

(viii) Qualifications of Personnel.
Applicants must describe the
qualifications of personnel expected to
perform key center tasks, and whether
these personnel are to be full/part-time
Center employees or contract personnel.
Those personnel having a track record
of positive solutions for complex
cooperative development or marketing
problems, or those with a record of
conducting feasibility studies that later
proved to be accurate, business
planning, marketing analysis, or other
activities relevant to the Center’s
success should be highlighted.

(ix) Support and commitments.
Applicants must describe the level of
support and commitment in the
community for the proposed Center and
the services it would provide. Plans for
coordinating with other developmental
organizations in the proposed service
area, or with state and local government
institutions should be included. Letters
supporting cooperation and
coordination from potential local
customers should be provided.

(x) Future support. Applicants should
describe their vision for Center
operations beyond the first year,
including issues such as sources and
uses of alternative funding; reliance on
Federal, state, and local grants; and the
use of in-house personnel for providing
services versus contracting out for that
expertise. To the extent possible,
applicants should document future
funding sources that will help achieve
long-term sustainability of the Center.
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(xi) Evaluation criteria. Each of the
evaluation criteria referenced in the RFP
must be specifically and individually
addressed in narrative form.

(6) Verification of Matching Funds.
Applicants must provide a budget to
support the work plan showing all
sources and uses of funds during the
project period. Applicants will be
required to verify matching funds, both
cash and in-kind. Sufficient information
should be included such that USDA can
verify all representations.

(7) Certification. Applicants must
certify that matching funds will be
available at the same time grant funds
are anticipated to be spent and that
matching funds will be spent in advance
of grant funding, such that for every
dollar of grant that is advanced, not less
than an equal amount of match funds
will have been funded prior to
submitting the request for advance.

§4284.511 Evaluation screening.

The Agency will conduct an initial
screening of all proposals to determine
whether the applicant is eligible and
whether the application is complete and
sufficiently responsive to the
requirements set forth in the applicable
RFP so as to allow for an informed
review. Incomplete or non-responsive
applications will not be evaluated
further. Applicants may revise their
applications and re-submit them prior to
the published deadline if there is
sufficient time to do so.

§4284.512 Evaluation process.

(a) Applications will be evaluated by
qualified reviewers appointed by the
Agency.

(b) After all proposals have been
evaluated using the evaluation criteria
and scored in accordance with the point
allocation specified in the applicable
RFP, the Agency will present to the
Administrator of RBS a list of all
applications in rank order, together with
funding level recommendations.

§4284.513 Evaluation criteria and weights.

Unless supplemented in a RFP, the
criteria listed in this section will be
used to evaluate grants under this
subpart. Preference will be given to
items in paragraphs (a) through (f) of
this section. The distribution of points
to be awarded per criterion will be
identified in the applicable RFP.

(a) Administrative capabilities. The
application will be evaluated to
determine whether the subject Center
has a track record of administering a
nationally coordinated, regional or state-
wide operated project. Centers that have
capable financial systems and audit
controls, personnel and program

administration performance measures
and clear rules of governance will
receive more points than those not
evidencing this capacity.

(b) Technical assistance and other
services. The Agency will evaluate the
applicant’s demonstrated expertise in
providing technical assistance in Rural
areas.

(c) Economic development. The
Agency will evaluate the applicant’s
demonstrated ability to assist in the
retention of businesses, facilitate the
establishment of cooperatives and new
cooperative approaches and generate
employment opportunities that will
improve the economic conditions of
rural areas.

(d) Linkages. The Agency will
evaluate the applicant’s demonstrated
ability to create horizontal linkages
among businesses within and among
various sectors in rural areas of the
United States and vertical linkages to
domestic and international markets.

(e) Commitment. The Agency will
evaluate the applicant’s commitment to
providing technical assistance and other
services to underserved and
economically distressed areas in rural
areas of the United States.

(f) Matching Funds. All applicants
must demonstrate Matching Funds
equal to at least 25 percent (5 percent
for 1994 Institutions) of the grant
amount requested. Applications
exceeding these minimum commitment
levels will receive more points.

(9) Delivery. The Agency will evaluate
whether the Center has a track record in
providing technical assistance in rural
areas and accomplishing effective
outcomes in cooperative development.
The Center’s potential for delivering
effective cooperative development
assistance, the expected effects of that
assistance, the sustainability of
cooperative organizations receiving the
assistance, and the transferability of the
Center’s cooperative development
strategy and focus to other States will
also be assessed.

(h) Work Plan/Budget. The work plan
will be reviewed for detailed actions
and an accompanying timetable for
implementing the proposal. Clear,
logical, realistic and efficient plans will
result in a higher score. Budgets will be
reviewed for completeness and the
quality of non Federal funding
commitments.

(i) Qualifications of those Performing
the Tasks. The application will be
evaluated to determine if the personnel
expected to perform key center tasks
have a track record of positive solutions
for complex Cooperative development
or marketing problems, or a successful
record of conducting accurate feasibility

studies, business plans, marketing
analysis, or other activities relevant to
Cooperative development center
success.

(j) Local support. Applications will be
reviewed for previous and expected
local support for the Center, plans for
coordinating with other developmental
organizations in the proposed service
area and coordination with state and
local institutions. Support
documentation should include
recognition of rural values that balance
employment opportunities with
environmental stewardship and other
positive rural amenities. Centers that
demonstrate strong support from
potential beneficiaries and formal
evidence of the Center’s intent to
coordinate with other developmental
organizations will receive more points
than those not evidencing such support
and formal intent.

(k) Future support. Applications that
demonstrate their vision for funding
center operations for future years,
including diversification of funding
sources and building in-house technical
assistance capacity, will receive more
points for this criterion.

§4284.514 Grant closing.

(a) Letter of Conditions. The Agency
will notify an approved applicant in
writing, setting out the conditions under
which the grant will be made.

(b) Applicant’s intent to meet
conditions. Upon reviewing the
conditions and requirements in the
letter of conditions, the applicant must
complete, sign and return the Agency’s
‘“Letter of Intent to Meet Conditions,”
or, if certain conditions cannot be met,
the applicant may propose alternate
conditions to the Agency. The Agency
must concur with any changes proposed
to the letter of conditions by the
applicant before the application will be
further processed.

(c) Grant agreement. The Agency and
the grantee must enter into the Agency’s
“Agriculture Innovation Center Grant
Agreement” prior to the advance of
funds.

8§84284.515-4284.599 [Reserved]

§4284.600 OMB control number.

The reporting and recordkeeping
requirements contained in this
regulation have been approved by the
Office of Management and Budget and
have been assigned OMB control
number 0570-0006 in accordance with
the Paperwork Reduction Act of 1995.

= 6. Subpart ] of part 4284, consisting of
§§4284.901 through 4284.1000 is added
to read as follows:
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Subpart J—Value-Added Producer
Grants

Sec.

4284.901

4284.902

4284.903 Program administration.

4284.904 Definitions.

4284.905-906 [Reserved]

4284.907 Eligibility for grant assistance.

4284.908 Use of grant and matching funds.

4284.909 Limitations on use of funds and
awards.

4284.910 Application processing.

4284.911 Evaluation screening.

4284.912 Evaluation process.

4284.913 Evaluation criteria and weights.

4284.914 Grant closing.

4284.915-4284.999 [Reserved]

4284.1000 OMB control number.

Purpose.
Policy.

§4284.901 Purpose.

This subpart implements the Value-
Added agricultural product market
development grant program (Value-
Added Producer Grants) administered
by the Rural Business-Cooperative
Service whereby grants are made to
enable producers to develop businesses
that produce and market Value-Added
agricultural products.

§4284.902 Policy.

It is the policy of the Secretary of
Agriculture to fund a broad diversity of
projects that help increase the
agricultural producers’ customer base
and share of the food and agricultural
system profit.

§4284.903 Program Administration.

The Value-Added Producer Grant
program is administered by Cooperative
Services within the Agency.

§4284.904 Definitions.

Planning Grants—Grants to facilitate
the development of a defined program
of economic activities to determine the
viability of a potential Value-Added
venture, including feasibility studies,
marketing strategies, business plans and
legal evaluations.

Working Capital Grants—Grants to
provide funds to operate ventures and
pay the normal expenses of the venture
that are eligible uses of grant funds.

§§4284.905-4284.906 [Reserved]

§4284.907 Eligibility for grant assistance.

(a) The proposed project must
evidence a high likelihood of creating
Value-Added for an Agricultural
Product.

(b) Independent Producers,
Agricultural producer groups, Farmer or
Rancher cooperatives and Majority-
Controlled Producer-Based Business
Ventures, are eligible for grants under
this subpart.

(c) An applicant that is a Farmer or
Rancher cooperative, an Agriculture
producer group or a Majority-Controlled
Producer-Based Business Venture must
be entering into an Emerging Market as
a result of the proposed project. An
applicant that is an Independent
Producer does not have to be entering
into an Emerging Market.

(d) No project may be the subject of
more than one Planning Grant or more
than one Working Capital Grant under
this subpart. The same project may,
however, be awarded one Planning
Grant and subsequently apply for and
receive a Working Capital Grant.

(e) Not more than one project per
funding cycle per applicant may receive
grant funding under this subpart.

§4284.908 Use of grant and matching
funds.

(a) An application may be for either
a Planning Grant or a Working Capital
Grant, but not both.

(b) Grant funds may be used to pay up
to 50 percent of the costs for carrying
out relevant projects. Matching funds
must be provided for the balance of
costs.

(c) Matching funds may only be used
for the same purposes allowed for grant
funds.

(d) Planning Grant funds may be used
to develop a business plan or perform a
feasibility study to establish a viable
marketing opportunity for a Value-
Added producer. These uses include,
but are not limited to, the following:

(1) Conduct, or hire a qualified
consultant to conduct, a feasibility
analysis of the proposed value added
project to help determine the potential
success of the project;

(2) Develop, or hire a qualified
consultant to develop, a business
operations plan that provides
comprehensive detail on the
management, planning and other
operational aspects of the proposed
project; and

(3) Develop, or hire a qualified
consultant to develop, a marketing plan
for the proposed Value-Added
product(s) including the identification
of a market window, potential buyers, a
description of the distribution system
and possible promotional campaigns;

(e) Working Capital Grant funds may
be used to provide capital to establish
alliances or business ventures that allow
the producer of the Value-Added
agricultural product to better compete in
domestic or international markets.
These uses include, but are not limited
to, the following:

(1) Establish a working capital
account to fund operations prior to

obtaining sufficient cash flow from
operations;

(2) Hire counsel to provide legal
advice and to draft organizational and
other legal documents related to the
proposed venture;

(3) Hire a Certified Public Accountant
or other qualified individual to design
an accounting system for the proposed
venture; and

(4) Pay salaries, utilities and other
operating costs such as inventory
financing, the purchase of office
equipment, computers and supplies and
finance other related activities.

8§4284.909 Limitations on use of funds and
awards.

(a) In addition to the limitations
provided in 7 CFR subpart A, neither
grant nor matching funds may be used
to fund architectural or engineering
design work, or other planning work, for
a physical facility;

(b) The total amount provided to any
Value-Added project shall not exceed
$500,000;

(c) The aggregate amount of awards to
majority controlled producer-based
business ventures may not exceed ten
percent of the total funds obligated
under this subpart during any fiscal
year.

§4284.910 Application processing.

(a) Applications. USDA will solicit
applications on a competitive basis by
publication of one or more RFPs. Unless
otherwise specified in the applicable
RFP, applicants must file an original
and one copy of the required forms and
a proposal.

(b) Required forms. The following
forms must be completed, signed and
submitted as part of the application
package. Other forms may be required.
This will be published in the applicable
RFP.

(1) “Application for Federal
Assistance.”

(2) ““Budget Information—Non-
Construction Programs.”

(3) “Assurances—Non-Construction
Programs.”

(c) Proposal. Each proposal must
contain the following elements.
Additional elements may be published
in the applicable RFP.

(1) Title Page.

(2) Table of Contents.

(3) Executive Summary. A summary
of the proposal should briefly describe
the project including goals, tasks to be
completed and other relevant
information that provides a general
overview of the project. In this section
the applicant must clearly state whether
the application is for a Planning Grant
or a Working Capital Grant and the
amount requested.
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(4) Eligibility. The narrative must
include a detailed discussion of how the
applicant meets the eligibility
requirements.

(5) Proposal Narrative. The narrative
portion of the proposal must include,
but is not limited to, the following:

(i) Project Title. The title of the
proposed project must be brief, not to
exceed 75 characters, yet describe the
essentials of the project.

(ii) Information Sheet. A separate one
page information sheet listing each of
the evaluation criteria referenced in the
RFP followed by the page numbers of all
relevant material and documentation
contained in the proposal that address
or support the criteria.

(iii) Goals of the Project. A clear
statement of the ultimate goals of the
project. There must be an explanation of
how a market will be expanded and the
degree to which incremental revenue
will accrue to the benefit of the
agricultural producer(s).

(iv) Work Plan. The narrative must
contain a description of the project and
set forth the tasks involved in
reasonable detail.

(v) Performance Evaluation Criteria.
Performance criteria suggested by the
applicant for incorporation in the grant
award in the event the proposal receives
grant funding under this subpart. These
suggested criteria are not binding on
USDA.

(vi) Proposal Evaluation Criteria. Each
of the proposal evaluation criteria
referenced in the RFP must be
addressed, specifically and
individually, in narrative form.

(6) Verification of Matching Funds.
Applicants must provide a budget to
support the work plan showing all
sources and uses of funds during the
project period. Applicants will be
required to verify matching funds, both
cash and in-kind. Sufficient information
should be included such that USDA can
verify all representations.

(7) Certification. Applicants must
certify that matching funds will be
available at the same time grant funds
are anticipated to be spent and that
matching funds will be spent in advance
of grant funding, such that for every
dollar of grant that is advanced, not less
than an equal amount of match funds
will have been funded prior to
submitting the request for
reimbursement.

§4284.911 Evaluation screening.

The Agency will conduct an initial
screening of all proposals to determine
whether the applicant is eligible and
whether the application is complete and
sufficiently responsive to the
requirements set forth in the RFP to

allow for an informed review. Failure to
address any of the required evaluation
criteria will disqualify the proposal.
Submissions which do not pass the
initial screening may be returned to the
Applicant. If the submission deadline
has not expired and time permits,
returned applications may be revised
and re-submitted.

§4284.912 Evaluation process.

(a) Applications will be evaluated by
agricultural economists or other
technical experts appointed by the
Agency.

(b) After all proposals have been
evaluated and scored in accordance
with the point allocation specified in
the applicable RFP, Agency officials
will present to the Administrator of RBS
a list of all applications in rank order,
together with funding level
recommendations.

(c) The Administrator reserves the
right to award additional points, as
specified in the applicable RFP, to
accomplish agency objectives (e.g., to
ensure geographic distribution,
distribution of a commodity or
accomplish presidential initiatives.) The
maximum number of points that can be
added to an application cannot exceed
ten percent of the total points of the
original score.

(d) After giving effect to the
Administrator’s point awards,
applications will be funded in rank
order until all available funds have been
obligated.

(e) In the event an insufficient number
of eligible applications are received in
response to a given RFP, time
permitting, subsequent rounds of
competition will be initiated by
publishing subsequent RFPs.

(f) Unless a proposal is withdrawn,
eligible but unfunded proposals from
preceding competitions in a given fiscal
year will be considered for funding in
subsequent competitions in the same
fiscal year.

§4284.913 Evaluation criteria and weights.

Unless supplemented in a RFP, the
criteria listed in this section will be
used to evaluate proposals submitted
under this subpart. The distribution of
points to be awarded per criterion will
be identified in the applicable RFP.

(a) Planning Grants. (1) Nature of the
proposed venture. Projects will be
evaluated for technological feasibility,
operational efficiency, profitability,
sustainability and the likely
improvement to the local rural
economy. Points will be awarded based
on the greatest expansion of markets
and increased returns to producers.
Evaluators may rely on their own

knowledge and examples of similar
ventures described in the proposal to
form conclusions regarding this
criterion.

(2) Qualifications of those doing work.
Proposals will be reviewed for whether
the personnel who are responsible for
doing proposed tasks, including those
hired to do studies, have the necessary
qualifications. If a consultant or others
are to be hired, more points may be
awarded if the proposal includes
evidence of their availability and
commitment as well.

(3) Project leadership. The leadership
abilities of individuals who are
proposing the venture will be evaluated
as to whether they are sufficient to
support a conclusion of likely project
success. Credit may be given for
leadership evidenced in community or
volunteer efforts.

(4) Commitments and support.
Producer commitments will be
evaluated on the basis of the number of
Independent Producers currently
involved as well as how many may
potentially be involved, and the nature,
level and quality of their contributions.
End user commitments will be
evaluated on the basis of potential
markets and the potential amount of
output to be purchased. Proposals will
be reviewed for evidence that the
project enjoys third party support and
endorsement, with emphasis placed on
financial and in kind support as well as
technical assistance.

(5) Work plan/Budget. The work plan
will be reviewed to determine whether
it provides specific and detailed
planning task descriptions that will
accomplish the project’s goals. The
budget will be reviewed for a detailed
breakdown of estimated costs associated
with the planning activities. The budget
must present a detailed breakdown of
all estimated costs associated with the
planning activities and allocate these
costs among the listed tasks. Points may
not be awarded unless sufficient detail
is provided to determine whether or not
funds are being used for qualified
purposes. Matching funds as well as
grant funds must be accounted for in the
budget to receive points.

(6) Amount requested. Points will be
awarded based on the size of the grant
request. Generally, requests for lower
amounts will receive a higher score for
this criterion than higher requests. The
points to be awarded and request ranges
will be established in the applicable
RFP.

(7) Project cost per owner-producer.
This is calculated by dividing the
amount of Federal funds requested by
the total number of producers that are
owners of the venture. Points to be
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awarded will be established in the
applicable RFP.

(8) Presidential initiatives. Points may
be awarded for proposals that focus on
Presidential initiatives. Descriptions of
these initiatives and the points to be
awarded will be established in the
applicable RFP.

(b) Working Capital Grants. (1)
Business viability. Proposals will be
evaluated on the basis of the technical
and economic feasibility and
sustainability of the venture and the
efficiency of operations.

(2) Customer base/increased returns.
Proposals that demonstrate strong
growth in a market or customer base and
greater Value-Added revenue accruing
to producer-owners will receive more
points than those that demonstrate less
growth in markets and realized Value-
Added returns.

(3) Commitments and support.
Producer commitments will be
evaluated on the basis of the number of
Independent Producers currently
involved as well as how many may
potentially be involved, and the nature,
level and quality of their contributions.
End user commitments will be
evaluated on the basis of identified
markets, letters of intent or contracts
from potential buyers and the amount of
output to be purchased. Proposals will
be reviewed for evidence that the
project enjoys third party support and
endorsement, with emphasis placed on
financial and in kind support as well as
technical assistance.

(4) Management team/work force. The
education and capabilities of project
managers and those who will operate
the venture must reflect the skills and
experience necessary to effect project
success. The availability and quality of
the labor force needed to operate the
venture will also be evaluated.
Proposals that reflect successful track
records managing similar projects will
receive higher points for this criterion
than those that do not reflect successful
track records.

(5) Work plan/Budget. The work plan
will be reviewed for whether it provides
specific and detailed planning task
descriptions that will accomplish the
project’s goals and the budget will be
reviewed for a detailed breakdown of
estimated costs associated with the
planning activities. The budget must
present a detailed breakdown of all
estimated costs associated with the
venture’s operations and allocate these
costs among the listed tasks. Points may
not be awarded unless sufficient detail
is provided to determine whether or not
funds are being used for qualified
purposes. Matching funds as well as

grant funds must be accounted for in the
budget to receive points.

(6) Amount requested. Points will be
awarded based on the size of the grant
request. Requests for lower amounts
will receive a higher score for this
criterion than higher requests. The
points to be awarded and request ranges
will be established in the applicable
RFP.

(7) Project cost per owner-producer.
This is calculated by dividing the
amount of Federal funds requested by
the total number of producers that are
owners of the venture. Points to be
awarded will be established in the
applicable RFP.

(8) Presidential initiatives. Points may
be awarded for proposals that focus on
Presidential initiatives. Descriptions of
these initiatives and the points to be
awarded will be established in the
applicable RFP.

§4284.914 Grant closing.

(a) Letter of Conditions. The Agency
will notify an approved applicant in
writing, setting out the conditions under
which the grant will be made.

(b) Applicant’s intent to meet
conditions. Upon reviewing the
conditions and requirements in the
letter of conditions, the applicant must
complete, sign and return the Agency’s
“Letter of Intent to Meet Conditions,”
or, if certain conditions cannot be met,
the applicant may propose alternate
conditions to the Agency. The Agency
must concur with any changes proposed
to the letter of conditions by the
applicant before the application will be
further processed.

(c) Grant agreement. The Agency and
the grantee must sign the Agency’s
“Value-Added Producer Grant
Agreement” prior to the advance of
funds.

8§84284.915-999 [Reserved]

§4284.1000 OMB control number.

The reporting and recordkeeping
requirements contained in this
regulation have been approved by the
Office of Management and Budget
(OMB) and have been assigned OMB
control number 0570-0039 in
accordance with the Paperwork
Reduction Act of 1995.

» 7. Subpart K of part 4284, consisting of
8§84284.1001 through 4284.1100 is
added to read as follows:

Subpart K—Agriculture Innovation
Demonstration Centers

Sec.

4284.1001 Purpose.

4284.1002 Policy.

4284.1003 Program administration.

4284.1004 Definitions.
4284.1005-4284.1006 [Reserved]
4284.1007 Eligibility for grant assistance.
4284.1008 Use of grant funds.

4284.1009 Limitations on awards.
4284.1010 Application processing.
4284.1011 Evaluation screening.
4284.1012 Evaluation process.
4284.1013 Evaluation criteria and weights.
4284.1014 Grant closing.
4284.1015-4284.1099 [Reserved]
4284.1100 OMB control number.

§4284.1001 Purpose.

This subpart implements a
demonstration program administered by
the Rural Business-Cooperative Service
whereby grants are made to innovation
centers responsible for providing
technical and business development
assistance to agricultural producers
seeking to engage in the marketing or
the production of Value-Added
products.

§4284.1002 Policy.

It is the policy of the Secretary of
Agriculture to fund Centers which
evidence broad support from the
agricultural community in the state or
region, significant coordination with
end users (processing and distribution
companies and regional grocers),
strategic alliances with entities having
technical research capabilities and a
focused delivery plan for reaching out to
the producer community. It is also the
policy of the Secretary, using the
research and technical services of the
U.S. Department of Agriculture, to assist
the grantees in establishing Centers.
This program is not intended to fund
scientific research.

§4284.1003 Program administration.

The Agriculture Innovation
Demonstration Center program is
administered by Cooperative Services
within the Agency.

§4284.1004 Definitions.

Board of Directors—The group of
individuals that govern the Center.

Center—The Agriculture Innovation
Center to be established and operated by
the grantees. It may or may not be an
independent legal entity, but it must be
independently governed in accordance
with the requirements of this subpart.

Producer Services—Services to be
provided by the Centers to agricultural
producers. Producer Services consist of
the following types of services:

(1) Technical assistance, consisting of
engineering services, applied research,
Scale Production Assessments, and
similar services, to enable the
agricultural producers to establish
businesses to produce Value-Added
agricultural commodities or products;
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(2) Assistance in marketing, market
development and business planning,
including advisory services with respect
to leveraging capital assets; and

(3) Organizational, outreach and
development assistance to increase the
viability, growth and sustainability of
businesses that produce Value-Added
agricultural commodities or products.

Qualified Board of Directors—A
Board of Directors that includes
representatives from each of the
following groups:

(1) The two general agricultural
organizations with the greatest number
of members in the State in which the
Center is located;

(2) The State department of
agriculture, or equivalent, of the State in
which the Center is located; and

(3) Entities representing the four
highest grossing commodities produced
in the State in which the Center is
located, as determined on the basis of
annual gross cash sales.

Scale Production Assessments—
Studies that analyze facilities, including
processing facilities, for potential Value-
added activities in order to determine
the size that optimizes construction and
other cost efficiencies.

§4284.1005-4284.1006 [Reserved]

§4284.1007 Eligibility for grant assistance.

Non-profit and for-profit corporations,
institutions of higher learning and other
entities, including a consortium where a
lead entity has been designated and
agrees to act as funding agent, that meet
the following requirements are eligible
for grant assistance:

(a) The entity—

(1) Has provided services similar to
those listed for Producer Services; or

(2) Demonstrates the capability of
providing Producer Services;

(b) The application includes a plan
that meets the requirements of
§4284.1010(c)(5)(iv) that also outlines—

(1) The support for the entity in the
agricultural community;

(2) The technical and other expertise
of the entity; and

(3) The goals of the entity for
increasing and improving the ability of
local agricultural producers to develop
markets and processes for Value-Added
agricultural commodities or products;

(c) The entity demonstrates that
adequate resources (in cash or in kind)
are available, or have been committed to
be made available to the entity, to
increase and improve the ability of local
agricultural producers to develop
markets and processes for Value-Added
agricultural commodities or products;
and

(d) The proposed Center has a
Qualified Board of Directors.

§4284.1008 Use of grant funds.

Grant funds may be used to assist
eligible recipients in establishing
Centers that provide Producer Services
and may only be used to support
operations of the Center that directly
relate to providing Producer Services.
Grant funds may be used for the
following purposes, subject to the
limitations set forth in §4284.10:

(a) Consulting services for legal,
accounting and technical services to be
used by the grantee in establishing and
operating a Center;

(b) Hiring of employees, at the
discretion of the Qualified Board of
Directors;

(c) The making of matching grants to
agricultural producers, individually not
to exceed $5,000, where the aggregate
amount of all such matching grants
made by the grantee does not exceed
$50,000;

(d) Applied research;

(e) Legal services; and

(f) Such other related purposes as the
Agency may announce in the RFP.

§4284.1009 Limitations on awards.

The maximum grant award for an
agriculture innovation center shall be in
an amount that does not exceed the
lesser of $1,000,000 or twice the dollar
amount of the resources (in cash or in
kind) that the eligible entity
demonstrates are available, or have been
committed to be made available, to the
eligible entity.

§4284.1010 Application processing.

(a) Applications. USDA will solicit
applications on a competitive basis by
publication of one or more Requests for
Proposals (RFPs). Unless otherwise
specified in the applicable RFP,
applicants must file an original and one
copy of the required forms and a
proposal.

(b) Required forms. The following
forms must be completed, signed and
submitted as part of the application
package. Other OMB approved forms
may be required. This will be published
in the applicable RFP.

(2) “Application for Federal
Assistance.”

(2) “Budget Information—Non-
Construction Programs.”

(3) “Assurances—Non-Construction
Programs.”

(c) Proposal. Each proposal must
contain the following elements.
Additional elements may be published
in the applicable RFP.

(1) Title Page.

(2) Table of Contents.

(3) Executive Summary. A summary
of the proposal should briefly describe
the project including goals, tasks to be

completed and other relevant
information that provides a general
overview of the project and the amount
requested.

(4) Eligibility. A detailed discussion
describing how the applicant meets the
eligibility requirements.

(5) Proposal Narrative. The narrative
portion of the proposal must include,
but is not limited to, the following:

(i) Project Title. The title of the
proposed project must be brief, not to
exceed 75 characters, yet describe the
essentials of the project.

(ii) Information Sheet. A separate one
page information sheet listing each of
the evaluation criteria referenced in the
RFP followed by the page numbers of all
relevant material and documentation
contained in the proposal that address
or support the criteria.

(iii) Goals of the Project. The first part
of this section should list each Producer
Service to be offered by the Center. The
second part of this section should list
one or more specific goals relating to
increasing and improving the ability of
identified local agricultural producers to
develop a market or process for Value-
Added agricultural commodities or
products.

(iv) Work Plan. Actions that must be
taken in order for the Producer Services
to be available from the Center. Each
action listed should include a target
date by which it will be completed.
General start up tasks should be listed,
followed by specific tasks listed for each
Producer Service to be offered, as well
as tasks associated with the start of
operations. The tasks associated with
the start of operations should include a
focused marketing and delivery plan
directed to the local agricultural
producers that were identified in
paragraph (c)(5)(iii) of this section. The
actions to be taken should include steps
for identifying customers, acquiring
personnel and contracting for services to
the Center, including arrangements for
strategic alliances.

(v) Performance Evaluation Criteria.
Performance criteria suggested by the
applicant for incorporation in the grant
award in the event the proposal receives
grant funding under this subpart. These
suggested criteria are not binding on
USDA.

(vi) Agricultural Community Support.
Evidence of support from the local
agricultural community should be
included in this section. Letters in
support should reflect that the writer is
familiar with the provisions of the Plan
for the Center, including the stated
goals.

Evidence of support can take the form
of making employees available to the
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Center, service as a board member and
other in-kind contributions.

(vii) Strategic Coordination and
Alliances. Describe arrangements in
place or planned with end users
(processing and distribution companies
and regional grocers) as well as
arrangements with entities having
technical research capabilities, broad
support from the agricultural
community in the state or region,
significant coordination with end users
(processing and distribution companies
and regional grocers), strategic alliances
with entities having technical research
capabilities and a focused delivery plan
for reaching out to the producer
community.

(viii) Capacity. Evidence of the ability
of the grantee(s) to successfully
establish and operate a Center. A
description of the grantee’s track record
in providing services similar to those
listed for Producer Services or evidence
that the entity has the capability to
provide Producer Services. Resumes of
key personnel should be included in
this section. Past successes should be
described in detail, with a focus on
lessons learned, best practices,
familiarity with producer problems in
Value-Added ventures, and how these
barriers are best overcome should be
elaborated on in this section. For every
challenge identified, the applicant
should demonstrate how they are
addressed in the Work Plan (see
paragraph (c)(5)(iv) of this section). All
successes should include a monetary
estimate of the Value-Added achieved.

(ix) Legal structure. Provide a
description of the legal relationship
between the grantee(s) and the proposed
Center. If the Center is to be an
independent corporate entity, provide
copies of the corporate charter, bylaws
and other relevant organizational
documents. Describe how funds for the
Center will be handled and include
copies of the agreements documenting
the legal relationships between the
Center and related parties. If the Center
is not to be an independent legal entity,
provide copies of the corporate
governance documents that describe
how members of the Board of Directors
for the Center are to be determined.

(x) Evaluation Criteria. Each of the
evaluation criteria referenced in the RFP
must be specifically and individually
addressed in narrative form. Supporting
documentation, as applicable, should be
included in this section, or a cross
reference to other sections in the
application should be provided, as
applicable.

(xi) Verification of Adequate
Resources. Present a budget to support
the work plan showing sources and uses

of funds during the start up period prior
to the start of operations and for the first
year of full operations. Present a copy of
a bank statement evidencing sources of
funds equal to amounts required in
excess of the grant requested, or, in the
alternative, a copy of confirmed funding
commitments from credible sources
such that USDA is satisfied that the
Center has adequate resources to
complete a full year of operation.
Include information sufficient to
facilitate verification by USDA of all
representations.

(xii) Certification of Adequate
Resources Applicants must certify that
non-Federal funds identified in the
budget pursuant to paragraph (c)(5)(xi)
of this section will be available and
funded commensurately with grant
funds.

§4284.1011 Evaluation screening.

The Agency will conduct an initial
screening of all proposals to determine
whether the applicant is eligible and
whether the application is complete and
sufficiently responsive to the
requirements set forth in the applicable
RFP so as to allow for an informed
review. Incomplete or non-responsive
applications will not be evaluated
further, and may be returned to the
applicant. Applicants may revise their
applications and re-submit them prior to
the published deadline if there is
sufficient time to do so.

§4284.1012 Evaluation process.

(a) Applications will be evaluated by
qualified reviewers appointed by the
Agency.

(b) After all proposals have been
evaluated using the evaluation criteria
and scored in accordance with the point
allocation specified in the applicable
RFP, Agency officials will present to the
Administrator of RBS a list of all
applications in rank order, together with
funding level recommendations.

(c) The Administrator reserves the
right to award additional points, as
specified in the applicable RFP, to
accomplish agency objectives (e.g., to
ensure geographic distribution, put
emphasis on a specific commodity, or to
accomplish presidential initiatives.) The
maximum number of points that can be
added to an application under this
paragraph cannot exceed ten percent of
the total points the application
originally scored.

(d) After giving effect to the
Administrator’s point awards,
applications will be funded in rank
order until all available funds have been
obligated.

§4284.1013 Evaluation criteria and
weights.

Unless supplemented in a RFP, the
criteria listed in this section will be
used to evaluate grants under this
subpart. The distribution of points to be
awarded per criterion will be identified
in the applicable RFP.

(a) Ability to Deliver. The application
will be evaluated as to whether it
evidences unique abilities to deliver
Producer Services so as to create
sustainable Value-Added ventures.
Abilities that are transferable to a wide
range of agricultural Value-Added
commodities are preferred over highly
specialized skills. Strong skills must be
accompanied by a credible and
thoughtful plan.

(b) Successful Track Record. The
applicant’s track record in achieving
Value-Added successes.

(c) Work Plan/Budget. The work plan
will be reviewed for detailed actions
and an accompanying timetable for
implementing the proposal. Clear,
logical, realistic and efficient plans will
result in a higher score. Budgets will be
reviewed for completeness and the
strength of non-Federal funding
commitments.

(d) Qualifications of personnel.
Proposals will be reviewed for whether
the key personnel who are to be
responsible for performing the proposed
tasks have the necessary qualifications
and whether they have a track record of
performing activities similar to those
being proposed. If a consultant or others
are to be hired, points may be awarded
for consultants only if the proposal
includes evidence of their availability
and commitment as well. Proposals
using in-house employees with strong
track records in innovative activities
will receive higher points relative to
proposals that out-source expertise.

(e) Local support. Proposed Centers
must show local support and
coordination with other developmental
organizations in the proposed service
area and with state and local
institutions. Support documentation
should include recognition of rural
values that balance employment
opportunities with environmental
stewardship and other rural amenities.
Proposed Centers that show strong
support from potential beneficiaries and
coordination with other developmental
organizations will receive more points
than those not evidencing such support.

(f) Future support. Applicants that
can demonstrate their vision for funding
center operations for future years,
including diversification of funding
sources and building in-house technical
assistance capacity, will receive more
points for this criterion.
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§4284.1014 Grant closing.

(a) Letter of Conditions. The Agency
will notify an approved applicant in
writing, setting out the conditions under
which the grant will be made.

(b) Applicant’s intent to meet
conditions. Upon reviewing the
conditions and requirements in the
letter of conditions, the applicant must
complete, sign and return the Agency’s
‘“Letter of Intent to Meet Conditions,”
or, if certain conditions cannot be met,
the applicant may propose alternate
conditions to the Agency. The Agency
must concur with any changes proposed
to the letter of conditions by the
applicant before the application will be
further processed.

(c) Grant agreement. The Agency and
the grantee must enter into an
“Agriculture Innovation Center Grant
Agreement” prior to the advance of
funds.

884284.1015-4284.1099 [Reserved]

§4284.1100 OMB control number.

The reporting and recordkeeping
requirements contained in this
regulation have been approved by the
Office of Management and Budget and
have been assigned OMB control
number 0570-0045.

Dated: April 21, 2004.

Gilbert Gonzalez,

Acting Under Secretary, Rural Development.
[FR Doc. 04-9671 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-XY-P

POSTAL SERVICE
39 CFR Part 111

Indemnity Claims for Domestic Mail

AGENCY: Postal Service.
ACTION: Final rule.

SUMMARY: This final rule amends the
regulations for indemnity claims as set
forth in the Domestic Mail Manual
(DMM) S010, Indemnity Claims, and
related provisions of DMM S913,
Insured Mail, and DMM S921, Collect
on Delivery (COD) Mail. Other than the
changes concerning time periods for
filing claims and retention periods for
undelivered accountable mail, the
changes clarify existing DMM
provisions or codify, in the DMM,
policies not currently set forth in that
manual.

DATES: May 1, 2004.

FOR FURTHER INFORMATION CONTACT: Jim
Pretlow, 202—-268-5389
SUPPLEMENTARY INFORMATION: In a
proposed rule published in the Federal

Register on December 6, 2002 [Vol. 67,
No. 235, pages 72626—72629], the Postal
Service proposed to revise the
procedures in the Domestic Mail
Manual (DMM) for filing indemnity
claims, to clarify the standards for
payment of claims, and to incorporate
policies not currently set forth in the
DMM. (Note: Two minor procedural
changes contained in the proposed rule
have been eliminated in the final rule:
elimination of local adjudication and
the ability to enter claims via the web.
Also, the word “sender’” has been
changed to “mailer’’). One comment
was received. After thorough
consideration of the issues raised in this
comment, the Postal Service adopts the
proposed revisions with the
modifications discussed below.

The revisions to the procedures for
filing claims are made in conjunction
with the redesign of the Postal Service’s
claim system and are intended to
facilitate the provision of more timely
decisions to Postal Service customers’
claims. For example, customers are
permitted to file claims sooner in some
circumstances, thereby allowing
decisions to be made closer to the
mailing date. In addition, either the
mailer or the addressee, whoever is in
possession of the original mailing
receipt, will be permitted to file a claim
for the complete loss of a numbered
Insured Mail, Registered Mail, collect on
delivery (COD), or Express Mail article.
Under past rules, only the mailer was
permitted to submit such claims. The
revisions do not change the procedures
for unnumbered Insured Mail (articles
insured for $50 or less). As before, only
the mailer will be allowed to file a claim
for the complete loss of an unnumbered
Insured Mail article.

The revisions also provide further
clarification of what is acceptable
evidence of value, codifying current
policies into the DMM. Claims for
damage require that the article and
mailing container, including any
wrapping, packaging, and any other
contents that were received must be
presented by the addressee to the Postal
Service for inspection regardless of
whether the mailer or addressee files the
claim.

The new revisions will also:

(1) Clarify situations under which
indemnity will not be paid, ensuring
that current policies are codified in the
DMM.

(2) Provide that the original sales
receipt from a Postal Service retail
terminal, listing the mailing receipt
number and insurance amount, is
acceptable evidence of insurance when
the original mailing receipt is not
available.

(3) Provide that initial appeals must
be sent directly to Claims Appeals at the
St. Louis Accounting Service Center
(ASC), except appeals for unnumbered
Insured Mail articles, which must be
mailed to the Post Office™ where the
claim was filed.

(4) Clarify the time limit in which a
customer may forward a final appeal to
the Consumer Advocate at
Headquarters.

(5) Clarify that a mailer of a COD
article may not stipulate *“Cash Only.”

Discussion of Comments

A summary of the comments and our
analysis of each follows:

1. S010.2.2. The commenter raised
two issues regarding the changes in the
time for filing a claim for a lost or
damaged COD article. First, the
commenter stated that the requirement
for waiting 45 days before filing a claim
for a lost COD article is excessive
compared to the timeframe for mail
receiving other special services.

The Postal Service does not believe
the proposed rule should be changed.
Since handling procedures differ
depending on the special service
provided, it is inappropriate to establish
uniform limits for filing claims. A COD
article may be held at a delivery unit for
up to 30 days before being returned to
the mailer if unclaimed by the addressee
(see DMM, D042.1.7.f). It should also be
noted, the Postal Service proposal
reduced the current waiting period for
filing a claim for a lost COD article from
60 days to 45 days. As for other classes
of mail or service, the new time frames
took into consideration that the holding
period is 5 days for Express Mail items
and 15 days for Insured Mail or
Registered Mail items.

Secondly, the commenter objected to
the new requirement that a customer
must file a claim no later than 45 days
from the date of mailing when the
contents of an article are damaged or
missing from the container. The
commenter states that if the COD article
were not delivered until the 45th day
after mailing, the mailer could not file
a damage claim because the 45 days
would have already passed.

The Postal Service believes there is
merit in the concern raised.
Accordingly, the Postal Service will
revise the proposed rule to allow
customers to submit damage claims no
later than 60 days from the mailing date.

2. 5010.2.5.a. The commenter states
that the requirement for the original
postmarked mailing receipt is
inappropriate in that not all receipts
will be postmarked. The Postal Service
agrees that it erred in that Express Mail
and point of service (POS) retail
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terminal imprinted receipts do not
require a postmark. Therefore, the
original postmarked receipt will be
required for Insured Mail, Registered
Mail, and COD items only. This is due
to the fact that anyone can pick up a
receipt in a Post Office lobby for Insured
Mail or Registered Mail items and get a
COD tag over the counter.

The commenter also states that the
requirement for the original receipt is
inappropriate in the case of Registered
Mail or Express Mail items when the
Postal Service has a copy of the mailing
receipt, and can validate the claim
because the mailer has provided the
article number and date of mailing
either from a photocopy or from other
records.

The Postal Service does not believe
the rules should be amended to
accommodate this suggestion. The
requirement for the original receipt is to
ensure that the proper party is
indemnified. It is the customer’s
responsibility to provide the proof of
insurance evidenced by an original
mailing receipt. Moreover, under
existing procedures, mailers utilizing
these services are also permitted to
submit the mailing wrapper as evidence
of insurance.

3. S010.2.6.b. The commenter states
that the addition of the phrase, ‘“‘For
items valued up to $100,” appears to be
a major change. The Postal Service
maintains this revision does not
represent a change in policy but merely
codifies current policy. Acceptance of a
customer’s statement of value, in lieu of
actual evidence of value, creates an
opportunity for abuse, particularly
when permitted for higher value items.

The commenter also suggests that
Postal Service retail clerks should
inform mailers what evidence will be
needed to support claims. The Postal
Service trains sales and services
associates to be able to provide this
information to customers. In addition,
the Postal Service has taken steps to
make this information available through
a wide variety of public sources. This
information is printed on the back of the
mailing receipts. Customers may call
our toll-free number for information at
1-800—-ASK-USPS. The same
information is also contained in the
DMM, which can be accessed through
http://pe.usps.gov.

The commenter also asserts that
eliminating reimbursement of the cost of
labor from handmade items is too broad.
The Postal Service offers coverage for
the value of goods, based on the
established value in the marketplace,
whether or not those goods are
handmade. However, where the item
mailed is not commonly sold (e.g. a

hobby, craft, or similar handmade item),
there is no established value. In that
case, the Postal Service provides
compensation for the costs of the
materials used, but not for the time used
in making it. The Postal Service will
amend the proposed rule to clarify this
policy.

4. S010.2.6.h. The commenter
requests clarification of this proposed
rule referring to a printout of a
transaction that is made on the Internet.
This comment pertains to the proposal
for the provision of evidence of value
for goods obtained through Internet
transactions. These transactions are
typically conducted through a Web-
based payment network that offers
payment services through a stored value
account, commonly used to buy or sell
items at online auctions.

For transactions involving the use of
a credit card online or payment by
check, a copy of a credit card statement
or canceled check could serve as
evidence of value. The Postal Service
will amend the proposed rule to clarify
this policy.

5. S010.2.14.r. The commenter states
that this section appears to require the
use of Registered Mail service for
obtaining insurance on negotiable items,
currency, or bullion, which would be a
change in current policy.

Although the Postal Service generally
recommends that customers send these
items as Registered Mail items, it did
not intend to eliminate the option of
mailing them as Insured Mail items.
Accordingly, in order to avoid
confusion, the Postal Service will
withdraw this proposed change to the
DMM.

6. S010.2.14.ae. The commenter
objects to the proposed regulation that
event or transportation tickets, received
after the event, are not insured when
there is a provable loss because of the
delay and the article was mailed using
Express Mail service. With Express Mail
service’s guaranteed delivery time, if the
article is not delivered by that time, and
a provable loss results from the delay in
delivery, then, the commenter argues,
the loss should be covered by Postal
Service insurance.

The commenter raised a valid concern
and the final rule incorporates an
exception for Express Mail service.

7. S010.2.14.af. The commenter
objects to this revision regarding
nonpayable claims for software installed
onto computers that have been lost or
damaged. The commenter states that if
one paid to have software loaded on the
lost or damaged computer, then the
insurance should cover the cost of
having the same software installed on a
replacement computer. In addition, if

software, recorded on compact disc or
diskette(s), enclosed with the computer
when shipped is also lost or damaged,
it should be covered by the insurance
purchased.

The Postal Service does not believe a
change in the rule is warranted.
Software loaded onto personal
computers is licensed for use to the
purchaser. Whether on compact disc or
diskette(s), the software provides the
purchaser the ability to reinstall the
software on a computer. Software is
generally designed to self load when the
appropriate drive is selected with
limited prompting or assistance from an
individual. Also, a replacement
personal computer typically will
include replacement software. Software
on a medium, such as compact discs or
diskettes, recognized as a means to load
the software onto a computer, would be
covered for loss or damage dependent
upon the amount of insurance coverage
purchased at the time of mailing.

8. S010.2.14.ag. The commenter
observes that this proposed rule does
not comply with the provisions stated in
S921.1.5, Fee and Postage, in that it
states that if the mailer does not receive
the personal check that was mailed by
the delivery Post Office, it will be the
mailer’s responsibility to obtain a
replacement check from the addressee.
The fees for COD service include
insurance against failure to receive a
postal money order or the recipient’s
check.

The Postal Service agrees that the
proposed rule is in conflict with
S921.1.5, and, therefore, the proposed
rule is withdrawn.

9. S010.2.14.ai. The commenter states
that the concept of personal time should
be clarified.

The commenter previously raised this
issue in item 3 and it was addressed by
the Postal Service above.

10. S913.2.7. The commenter raises
the same issue as identified in item 2
regarding the requirement that all
mailing receipts have a postmark (round
date).

The Postal Service does not believe
the proposed rule should be changed.
This revision relates to Insured Mail
receipts, PS Form 3813, Receipt for
Domestic Insured Mail Parcel, or PS
Form 3813-P, Insured Mail Receipt.
There is an area on each of these
receipts annotated either *‘Postmark of
Mailing Office,” or ““Postmark Here,”
that clearly indicates that a postmark
(round date) or POS retail terminal
imprint, which includes a date, is
required. Because these Postal Service
mailing receipts are readily available in
retail lobbies, a postmark or POS retail
terminal imprint is required in order to
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provide validation that the special
service was actually purchased.

Based on the reasons discussed above,
the Postal Service hereby amends the
following standards of the DMM,
incorporated by reference into the Code
of Federal Regulations (CFR). See 39
CFR Part 111.

List of Subjects in 39 CFR Part 111

Administrative practice and
procedure, Postal Service.

PART 111—[AMENDED]

= 1. The authority citation for 39 CFR
Part 111 continues to read as follows:

Authority: 5 U.S.C. 552(a); 39 U.S.C. 101,
401, 403, 404, 414, 416, 3001-3011, 3201
3219, 3403-3406, 3621, 3626, 5001.

» 2. The following sections of the
Domestic Mail Manual (DMM) are
revised as set forth below:

Domestic Mail Manual (DMM)
* * * * *

S Special Services

S000 Miscellaneous Services
S010 Indemnity Claims

* * * * *

2.0 GENERAL FILING
INSTRUCTIONS

2.1 Who May File

A claim may be filed by:

[Reletter current items a, b, ¢, and d
as new items b, c, d, and e. Add new
item a to read as follows:]

a. Only the mailer, for the complete
loss of an unnumbered Insured Mail
article.

[Revise new item b to read as follows:]

b. Either the mailer or addressee, who
is in possession of the original mailing
receipt, for the complete loss of a
numbered Insured Mail, Registered
Mail, COD, or Express Mail article.

* * * * *

2.2 When To File

[Revise 2.2 to read as follows:]

A customer should file a claim
immediately, but no later than 60 days
from the date of mailing, when the
contents of an article are damaged or
missing from the mailing container. For
a lost article, a customer must file a
claim within the time limits in the chart
below.

When to file
(from mailing date)
Mail type or service No sooner No later
than than
(in days) (in days)
LTI =To I - | PP 21 180
COD ..ot 45 180
Registered Mail ..... 15 180
Registered COD .... 45 180
Express Mail ............ 7 90
Express Mail COD 45 90
APO/FPO Insured (First-Class Mail, SAM, PAL, or COD) . 45 180
APO/FPO INSUrEd (SUIMACE ONIY) ...eiiitiiiiieiiie ettt ettt ettt b e e sat ekt e e b e e sbeeeabeesabeenbeessbeenneesaneenns 75 180

* * * * *

2.4 How To File

[Revise 2.4 to read as follows:]

A customer may file a claim by
presenting evidence of insurance,
evidence of value, proof of damage, and
for unnumbered Insured Mail claims
only, proof of loss. (Proof of loss is not
required for numbered Insured Mail,
Registered Mail, COD, or Express Mail
claims.) If the article was mailed
Express Mail COD or Registered Mail
COD, the claimant must provide both
the original COD receipt with either the
Express Mail or the Registered Mail
receipt. The customer must complete
the applicable spaces on PS Form 1000.

2.5 Evidence of Insurance

For a claim involving Insured Mail,
Registered Mail, COD, or Express Mail
service, the customer must present any
of the following evidence showing that
the particular service was purchased:
* * * * *

[Revise item a to read as follows:]

a. The original mailing receipt issued
at the time of mailing (Insured Mail,
Registered Mail, and COD receipts must

contain a USPS postmark). Reproduced
copies are not acceptable.
* * * * *

[Insert item d to read as follows:]

d. The original sales receipt from the
USPS listing the mailing receipt number
and insurance amount, if the original
mailing receipt is not available.
Reproduced copies of the USPS sales
receipt are not acceptable.

2.6 Evidence of Value

[Revise introductory text to read as
follows:]

The customer, either the mailer or the
addressee, must submit acceptable
evidence to establish the cost or value
of the article at the time it was mailed.
(Other evidence may be requested to
help determine an accurate value.)
Examples of acceptable evidence are:

* * * * *

Revise item a to read as follows:

a. Sales receipt, invoice or bill of sale,
or statement of value from a reputable
dealer.

[Revise item b to read as follows:]

b. For items valued up to $100, the
customer’s own statement describing
the lost or damaged article and
including the date and place of

purchase, the amount paid, and whether
the item was new or used (only if a sales
receipt or invoice is not available). If the
article mailed is a hobby, craft, or
similar handmade item, the statement
must include the cost of the materials
used in making the item. The statement
must describe the article in sufficient
detail to determine whether the value
claimed is accurate.

* * * * *

[Add new item g to read as follows:]

g. A copy of a canceled check, money
order receipt, credit card statement, or
other documentation indicating the
amount paid. For Internet purchases, a
copy of the front and back of the
canceled check, money order, or a copy
of the credit card billing statement is
required.

[Add new item h to read as follows:]

h. For Internet transactions conducted
through a Web-based payment network
that offers payment services through a
stored value account, provide a
computer printout of an online
transaction identifying the purchaser
and seller, price paid, date of
transaction, description of item
purchased, and assurance that the
transaction status is completed. The
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printout must clearly identify the Web-
based payment network provider
through which the Internet transaction
was conducted.

2.7 Missing Contents

[Revise 2.7 to read as follows:]

If a claim is filed because some or all
of the contents are missing, the
addressee must present the mailing
container, including any wrapping,
packaging, and any contents that were
received, to the USPS with the claim.
Failure to do so will result in denial of
the claim.

2.8 Damage

[Revise 2.8 to read as follows:]

If the addressee files the claim, the
addressee must present the damaged
article and mailing container, including
any wrapping, packaging, and any other
contents that were received, to the USPS
for inspection. If the mailer files the
claim, the St. Louis ASC will notify the
addressee by letter to present the
damaged article and mailing container,
including any wrapping, packaging, and
any other contents that were received, to
the USPS for inspection. Failure to do
so will result in denial of the claim.

2.9 Proof of Loss

[Revise 2.9 to read as follows:]

The mailer must provide proof of loss
for unnumbered Insured Mail only.
Proof of loss is not required for
numbered Insured Mail, Registered
Mail, COD, or Express Mail claims. The
mailer must present written and signed
documentation from the addressee (such
as a letter) dated at least 21 days from
the date of mailing, stating the
addressee did not receive the article.

[Delete items a, b and c.]

2.10 Duplicate Claim

[Revise 2.10 to read as follows.]

A customer must file any duplicate
claim no sooner than 30 days and no
later than 60 days from the date the
original claim was filed.

[Delete the table.]

* * * * *

2.14 Nonpayable Claims

[Revise introductory text to read as
follows:]

Indemnity is not paid for Insured
Mail, Registered Mail, COD, or Express
Mail in these situations:

* * * * *
[Add items ac through ah to read as
follows:]

ac. Mailer refuses to accept delivery of
the parcel on return.

ad. Mail not bearing the complete
names and addresses of the mailer and
addressee, or is undeliverable as

addressed to either the addressee or
mailer.

ae. Event or transportation tickets
(e.g., concert, theater, sport, airline, bus,
train, etc.) received after the event date.
Such items are insured for loss, but not
for delay or receipt after the event date
for which they were purchased unless
sent by Express Mail and the loss is
attributable solely due to the failure to
meet the guaranteed delivery standard
under the terms and conditions for the
Express Mail offering selected.

af. Software installed onto computers
that have been lost or damaged.

ag. Damaged articles not claimed
within the prescribed time limits set
forth in Postal Operations Manual
146.3.

ah. Personal time used to make hobby,
craft, or similar handmade items.
* * * * *

3.0 PAYMENT

* * * * *

3.3 Dual Claim

[Revise 3.3 to read as follows:]

If the mailer and the addressee both
claim insurance and cannot agree on
which one should receive the payment,
any payment due is made to the mailer
unless the claim has already been paid
to the addressee upon presentation of
the original mailing receipt.

* * * * *

4.0 ADJUDICATION

* * * * *
4.2 Appeal

[Revise the first sentence of 4.2 to read
as follows:]

A customer may appeal a claim
decision by filing a written appeal
within 60 days of the date of the original
decision. Except for an unnumbered
Insured Mail article, the customer must
send the appeal directly to Claims
Appeals at the St. Louis ASC (see G043
for address). For an unnumbered
Insured Mail article, the customer must
send the appeal to the Post Office where
the claim was filed. That Post Office
forwards the appeal to the manager of
Claims Appeals at the St. Louis ASC.

4.3 Final USPS Decision

[Revise 4.3 to read as follows:]

If the manager of Claims Appeals at
the St. Louis ASC sustains the denial of
a claim, the customer may submit an
additional appeal within 60 days for
final review and decision to the
Consumer Advocate, USPS
Headquarters (see G043 for address),
who may waive the standards in S010
in favor of the customer.

* * * * *

[Delete 5.0. Sampling process will be
discontinued with the implementation
of CCRS.]

* * * * *

S900 Special Postal Services
S910 Security and Accountability

* * * * *
S913 Insured Mail

* * * * *
2.0 MAILING

* * * * *
2.7 Receipt

[Revise 2.7 to read as follows:]

For each Insured Mail article mailed,
the mailer receives a USPS sales receipt
and the appropriate postmarked (i.e.,
round date) Insured Mail form as
follows:

a. Form 3813 when the insurance
coverage is $50 or less.

b. Form 3813-P when the insurance
coverage is more than $50.

* * * * *

S920 Convenience

* * * * *

S921 Collect on Delivery (COD) Mail
1.0 Basic Information
1.1 Description

[Insert text after first sentence to read
as follows:]

* * *The recipient has the option to
pay the COD charges using either cash
or personal check. Only one form of
payment may be used for a single
mailpiece.* * *

* * * * *

3.0 MAILING

* * * * *

3.4 Indelible Ink, Mailer Errors

[Revise 3.4 to read as follows:]

The particulars required on the COD
form must be handwritten with ink,
typewritten, or computer printed. The
USPS is not responsible for errors that
a mailer makes in stating the charges to
be collected. The mailer cannot
stipulate **Cash Only”’ on the COD form.

* * * * *

We will publish an appropriate
amendment to 39 CFR 111.3 to reflect
these changes.

Stanley F. Mires,

Chief Counsel, Legislative.

[FR Doc. 04-9750 Filed 4-28-04; 8:45 am]
BILLING CODE 7710-12—P
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 660

[Docket No. 031216314-3314-01; I.D.
041904C]

Fisheries Off West Coast States and in
the Western Pacific; Pacific Coast
Groundfish Fishery; Annual
Specifications and Management
Measures; Inseason Adjustments;
Corrections

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Inseason adjustments to
management measures; corrections;
request for comments.

SUMMARY: NMFS announces changes to
the recreational fishery, and to the
commercial fishery’s trawl rockfish
conservation areas (RCAs) for the Pacific
Coast groundfish fishery. These actions,
which are authorized by the Pacific
Coast Groundfish Fishery Management
Plan (FMP), will allow fisheries to
access more abundant groundfish stocks
while protecting overfished and
depleted stocks. This action also
contains corrections and revisions to the
2004 management measures.

DATES: Effective 0001 hours (local time)
April 29, 2004, until the 2005-06
annual specifications and management
measures are effective; unless modified,
superseded, or rescinded through a
publication in the Federal Register.
Comments on this rule will be accepted
through June 1, 2004.

ADDRESSES: You may submit comments,
identified by [031216314-01 and/or
0648-AR54], by any of the following
methods:

® E-mail:
Groundfishlnseason#1.nwr@noaa.gov:
identified by [031216314-01 and/or
0648-AR54] in the subject line of the
message.

eoFederal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

® Fax: 206-526-6736

® Mail: D. Robert Lohn,
Administrator, Northwest Region,
NMEFS, 7600 Sand Point Way NE,
Seattle, WA 98115-0070; or Rod
Mclnnis, Acting Administrator,
Southwest Region, NMFS, 501 West
Ocean Blvd, Suite 4200, Long Beach, CA
90802-4213.

FOR FURTHER INFORMATION CONTACT:
Jamie Goen (Northwest Region, NMFS),

phone: 206-526-6150; fax: 206-526—
6736; and e-mail: jamie.goen@noaa.gov.
SUPPLEMENTARY INFORMATION:

Electronic Access

This Federal Register document is
available on the Government Printing
Office’s website at: www.gpoaccess.gov/
fr/index.html.

Background information and
documents are available at the NMFS
Northwest Region website at:
www.nwr.noaa.gov/1sustfsh/
gdfsh01.htm and at the Pacific Fishery
Management Council’s website at:
www.pcouncil.org.

Background

The Pacific Coast Groundfish FMP
and its implementing regulations at 50
CFR part 660, subpart G, regulate fishing
for over 80 species of groundfish off the
coasts of Washington, Oregon, and
California. Groundfish specifications
and management measures are
developed by the Pacific Fishery
Management Council (Pacific Council),
and are implemented by NMFS. The
specifications and management
measures for the 2004 fishing year
(January 1-December 31, 2004) were
initially published in the Federal
Register as an emergency rule for
January 1-February 29, 2004 (69 FR
1322, January 8, 2004) and as a
proposed rule for March 1-December
31, 2004 (69 FR 1380, January 8, 2004).
The emergency rule was amended at 69
FR 4084, January 28, 2004, and the final
rule for March 1-December 31, 2004
was published in the Federal Register
on March 9, 2004 (69 FR 11064).

The following changes to current
groundfish management measures were
recommended by the Pacific Council, in
consultation with Pacific Coast Treaty
Indian Tribes and the states of
Washington, Oregon, and California, at
its March 8-12, 2004, meeting in
Tacoma, WA. Pacific Coast groundfish
landings will be monitored throughout
the year, and further adjustments to trip
limits or management measures will be
made as necessary to allow achievement
of, or to avoid exceeding the 2004
optimum yields (OYs).

California’s Recreational Fishery for the
California Rockfish, Cabezon, Greenling
Complex (RCG Complex)

California’s recreational harvest
exceeded California’s recreational set
asides for some species in 2003,
including minor nearshore rockfish,
bocaccio, canary rockfish, yelloweye
rockfish, and lingcod. In order to reduce
the recreational catch of rockfish in
2004, the California Department of Fish
and Game (CDFG) proposed to their

California Fish and Game Commission
(California Commission) at their March
4-5, 2004 meeting to: (1) reduce the
RCG Complex bag limit north of 40°10'
N. lat. to match the more restrictive RCG
Complex bag limit south of 40°10" N.
lat., and (2) remove the shallow
nearshore rockfish sub-bag limit within
the RCG Complex bag limit south of
40°10' N. lat. The shallow nearshore
sub-bag limit implemented in 2003 did
not function as anticipated and instead
resulted in an increase in discard of
nearshore rockfish, especially gopher
rockfish. Removing this sub-bag limit is,
therefore, projected to reduce rockfish
mortality. The California Commission
adopted these changes and CDFG
recommended to the Pacific Council at
their March 7-12, 2004, meeting that
these changes also be made for Federal
waters.

Based on CDFG and the California
Commission’s request, the Pacific
Council recommended, and NMFS is
implementing, a reduction in the RCG
Complex bag limit north of 40°10' N. lat.
from 10 rockfish per day, of which no
more than 2 may be bocaccio, 10
cabezon per day, 10 kelp greenling and
10 rock greenling per day to 10 RCG
Complex fish per day (not including
canary rockfish, yelloweye rockfish and
cowcod, which are prohibited), of
which up to 10 may be rockfish (no
more than 1 of which may be bocaccio),
no more than two fish per day may be
greenling (kelp and/or other greenlings)
and no more than three fish per day may
be cabezon. Also based on CDFG and
the California Commission’s request, the
Pacific Council recommended and
NMFS is implementing removal of the
shallow nearshore rockfish 2 fish sub
bag limit from the RCG Complex bag
limits south of 40°10' N. lat.

California’s Recreational Fishery for
Lingcod Closed Nov-Dec

Based on a CDFG analysis presented
at the Pacific Council’s March meeting,
the Pacific Council recommended that
NMFS implement the following
measures for California’s recreational
lingcod fishery: Increase the minimum
size limit from 24 inches (61 cm) to 30
inches (77 cm), decrease the bag limit
from 2 fish to 1 fish, and prohibit
retention of lingcod off California
during November and December 2004.

Prior to the March Pacific Council
meeting, CDFG and NMFS jointly
developed lingcod management
measures that would keep the harvest of
lingcod in the recreational fishery
within CDFG’s 2004 recreational catch
projection of 346.8 mt. Because lingcod
harvest exceeded the ABC in both 2002
and 2003, there was concern by NMFS
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that the 2004 management measures, as
proposed for 2004, would not keep
harvest within the 2004 catch projection
for California’s recreational fishery. On
February 18, 2004, CDFG sent NMFS a
letter with a proposal and supporting
analysis to increase the lingcod size
limit from 24 inches (61-cm) to 30
inches (77 cm) and to decrease the bag
limit from 2 fish to 1 fish per day
beginning April 1, 2004. The CDFG
analysis was based on the best available
fisheries data at that time and showed
that California’s recreational lingcod
take should stay within the 346.8 mt
catch projection. Under a 30—inch (77—
cm), 1 fish bag limit, the anticipated
catch was expected to be 291 mt,
leaving a 55.8 mt buffer. NMFS believed
this buffer was reasonable, as it allowed
up to a 13 percent hooking mortality for
discarded catch. A 1998 CDFG study
(Albin & Karpov in **Marine Fisheries
Review’) estimated lingcod hooking
mortality with rod-and-reel at 4.3
percent.

At the March Pacific Council meeting,
CDFG identified an error in the base
catch data used in their projections for
the February 18, 2004 analysis
submitted to NMFS. Previously the base
catch data used an average for 2002 and
2003 Wave 6 (November-December)
catch data from the Marine Recreational
Fisheries Statistical Survey. However,
Wave 6 was closed entirely in 2002 and
for part of 2003, thereby
underestimating the average catch for
2002 and 2003 used for 2004 catch
projections. At the March Council
meeting, catch projections were revised
using a proxy for the 2002 and 2003
Wave 6 data based on an average of
Wave 1 (January-February) and Wave 5
(September-October) when the fishery
was open. The base catch data used to
recalculate the projections at the March
Council meeting (Exhibit E.4.b,
Supplemental CDFG Report) showed
that a 30—inch (77—cm), 1 fish bag limit,
while remaining within the original
catch projection, provided less of a
buffer (only 13 mt buffer). Therefore,
CDFG proposed alternatives to keep the
2004 recreational lingcod take below the
original catch projection and to increase
the buffer. These alternatives included
prohibiting the retention of lingcod
during November through December,
2004. With a closure added during
November through December, the buffer
increases to 59 mt with an estimated
2004 catch of 288 mt. (NOTE: CDFG
presented the wrong table to the Pacific
Council under Option 2 of Exhibit E.4.b,
Supplemental CDFG Report. The
numbers projected for the November
through December closure are from a

new table provided to NMFS in an
email on March 30, 2004, showing the
correct analysis results and
incorporating a request from the Pacific
Council to include a 5 percent assumed
discard mortality rate (the rate
preliminarily recommended by the
Pacific Council’s Groundfish
Management Team (GMT) at the March
meeting).

NMFS had previously implemented
the 30—inch minimum size limit (77—
cm), 21—-inch (54—cm) minimum filet
size limit (increased from 16—inches
(41-cm)), and the 1-fish bag limit for
lingcod in the final rule (69 FR 11064,
March 9, 2004). These management
measures will become effective April 1,
2004. Based on the CDFG analysis, the
Pacific Council recommended that
NMFS also implement a November
through December prohibition on the
retention of lingcod through this action.

Trawl RCA Revised to Close Cordell
Banks

NMFS received a request from CDFG
during the comment period on the
groundfish specifications and
management measures proposed rule
(69 FR 1380, January 8, 2004) to add a
closure at Cordell Banks for both the
commercial and recreational fisheries to
reduce the take of overfished species.
The Cordell Banks area has been
identified in previous GMT meetings as
an area with high catch of canary and
other overfished species. The closure for
the recreational fishery was
implemented through the final rule (69
FR 11064, March 9, 2004). However, for
the commercial fishery, NMFS and
CDFG requested that the Pacific Council
consider whether to include the Cordell
Banks in the RCA and which species
would be affected by this closure. For
the fixed gear fleet, the Cordell Banks is
closed because it lies within the non-
trawl RCA boundaries for 2004.
However, for the trawl fleet, the Cordell
Banks is located shoreward of the trawl
RCA throughout 2004. After considering
this issue, the Pacific Council
recommended that the commercial
closure should apply to both the fixed
gear and trawl fleets and should be
closed to fishing for all species of
Federal groundfish, similar to the RCAs.
The Pacific Council recommended and
NMPFS is implementing a commercial
closure of Cordell Banks by adjusting
the 75—fm (137- m) and 100—fm (183—m)
trawl RCA boundaries to incorporate the
Cordell Banks into the trawl RCA.

Corrections and Revisions

The following corrections and
revisions are being made to the 2004
management measures.

The recreational restrictions for the
Cowecod Conservation Areas (CCAs) are
corrected for waters shoreward of the 20
fm (37 m) depth contour such that
retention of rockfish in this area is
limited to minor nearshore rockfish. The
CCAs are being clarified to eliminate a
discrepancy between Federal and State
recreational CCA restrictions. Federal
CCA restrictions for the recreational
fishery read, “Fishing for all groundfish,
except sanddabs, will be prohibited in
the CCA, except that recreational fishing
for sanddabs, RCG complex, lingcod and
California scorpionfish will be
permitted shoreward of 20 fm in the
CCA.” State CCA restrictions for the
recreational fishery read, ‘“‘Recreational
fishing for all groundfish, except
rockfish, lingcod, and associated species
limited to cabezon, greenlings of the
genus Hexogrammos, California
scorpionfish, California sheephead and
ocean whitefish, is permitted in the
CCA. Recreational fishing for all
groundfish species is permitted
shoreward of 20 fm in the CCA.”
Therefore, State recreational CCA
restrictions are less restrictive than
Federal recreational CCA restrictions.
CDFG and NMFS brought this issue to
the Pacific Council to get clarification
on the Council’s original intent with
respect to the CCAs. The motion on
CCAs from the November 2000 Council
meeting, which first recommended the
CCAs, stated that the CCAs would be
closed, “‘except that the CCAs would be
open to minor nearshore rockfish,
cabezon and greenlings inside 20 fm.”
CDFG commented that minor nearshore
rockfish was specified to discourage any
pressure on shelf rockfish, such as
vermillion rockfish, near the 20—fm (37—
m) boundary line. Targeting on shelf
rockfish might increase incidental catch
of cowcod. At the time of the motion,
minor nearshore rockfish included
California scorpionfish. California
scorpionfish was separated from minor
nearshore rockfish in Federal
recreational management measures
beginning in 2003. In 2002, lingcod was
added to the list of species that could be
retained shoreward of the 20—fm (37—m)
depth contour within the CCAs. In 2003,
recreational sanddab fishing was
permitted in the CCAs and shoreward of
20—fm (37—m) in the CCAs.

Therefore, the Pacific Council
recommended that both Federal and
State recreational CCA restrictions
should be corrected. The Federal
recreational CCA restrictions are herein
corrected to read, “‘Fishing for all
groundfish, except sanddabs, will be
prohibited in the CCA, except that
recreational fishing for sanddabs, minor
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nearshore rockfish, cabezon, greenlings
of the genus Hexogrammos, lingcod and
California scorpionfish will be
permitted shoreward of 20—fm (37—-m) in
the CCA.”

The recreational RCA language is
revised to allow combined RCA and
non-RCA fishing trips. However, fishing
cannot occur within the RCA while in
possession of fish that are prohibited in
the RCA. If an angler intends to fish for
groundfish and other non-groundfish
species in the same fishing trip, the
angler must first fish within the RCA for
non-groundfish species (except that
fishing for sanddabs is permitted) and
then fish shoreward of the RCA for
groundfish. For example, with this
clarification, a vessel could fish for
salmon within the RCA at the start of a
trip provided no prohibited groundfish
species were onboard, then complete
the trip by fishing for groundfish
shoreward of the RCA. After hearing
concern and confusion from the
recreational community, the
Enforcement Consultants (EC), an
advisory body to the Pacific Council,
brought this issue forward at the
Council’s April meeting, asking the
Council to clarify its intent. The EC
pointed out that combined RCA and
non-RCA fishing trips did not bring up
the same enforcement concerns that
arise from combined trips for the
commercial fishery. For the commercial
fishery, it is difficult to enforce
combined trips because groundfish
fishing opportunity is available
shoreward and seaward of the RCA and
because of lack of at-sea enforcement
capabilities. For the recreational fishery,
there is not an enforcement concern
because there are more at-sea
enforcement capabilities in the
nearshore where recreational fisheries
occur. Groundfish fishing is only
permitted shoreward of the RCA.
Therefore, the Pacific Council
recommended that NMFS clarify the
recreational RCA language to prohibit
recreational anglers from fishing in the
RCA while in possession of species
prohibited within the RCA.

California’s recreational fishery
between 40°10' N. lat. and 34°27' N. lat.
is corrected to add a depth restriction to
fishing occurring during September 1—
29, 2004. The CDFG, along with the
Pacific Council’s GMT, recommended at
the Pacific Council’s September 2003
meeting where final 2004 management
measures were recommended, that the
recreational fishery between 40°10' N.
lat. and 34°27' N. lat. be subject to a
recreational RCA at a boundary line
approximating the 30—fm (55-m) depth
contour for the September through
October two-month cumulative limit

period. Part of this closure was
inadvertently left out of the emergency,
proposed, and final rules for the 2004
specifications and management
measures. Thus, the recreational RCA
between 40°10' N. lat. and 34°27' N. lat.
is herein corrected to add a closure at

a boundary approximating the 30—fm
(55—m) depth contour during September
1-29, 2004.

A reference to the trawl RCA
boundaries is corrected in section IV.A.,
paragraph (17)(c)(i) to refer to paragraph
(f) rather than paragraph (e).

Language describing the non-trawl
RCA is revised to allow sanddab fishing
within the RCA with the specified gear.
As stated in the limited entry fixed gear
and open access trip limit tables, Table
4 (South) and Table 5 (South), fishing
for sanddabs is permitted in the non-
trawl RCA when fishing with hook and
line gear with no more than 12 hooks
per line, using hooks no larger than
“Number 2" hooks, which measure 11
mm (0.44 in) point to shank, and up to
1 Ib (0.45 kg) of weight per line.
However, under the general definitions
and provisions, paragraph IV.A.(17)(d),
describing the non-trawl RCA, there is
no reference to an exception for fishing
within the RCA for sanddabs. This
inseason action clarifies that paragraph,
adding the exception to allow fishing for
sanddabs within the RCA with the
appropriate gear.

The introductory paragraph
describing the 30—fm (55—-m) RCA
boundary in section 1V. A., paragraph
A7) (i) (E) is corrected to read *““30 fm”
instead of “300 fm.”

Longitude coordinates for the 40—fm
(73—m) and 50—fm (91-m) RCA
boundaries in section IV. A., paragraph
(A7)(H)(iii) and (iv) are corrected to read
“W. long.” instead of ““N. lat.”

A latitude coordinate for the 60 fm
(120 m) RCA boundary around the
northern Channel Islands in section
IV.A., paragraph (17)(f)(v)(A) line (13),
is corrected to read *34°02.80" N. lat.”
instead of ““34°28.00' N. lat.”

Footnote 4 of the limited entry fixed
gear trip limit table, Table 4 (South), is
corrected to remove language stating
that, ““chilipepper rockfish is included
in the trip limits for minor shelf
rockfish.”” In Table 4 (South),
chilipepper rockfish has been pulled out
of the minor shelf rockfish category and
given it’s own trip limit in 2004. The
reference to chilipepper in footnote 4 is
a remnant from past trip limit tables and
is removed.

NMFS Actions

For the reasons stated herein, NMFS
concurs with the Pacific Council’s
recommendations and hereby

announces the following changes to the
2004 specifications and management
measures (69 FR 11064, March 9, 2004),
to read as follows:

1. In section IV., under A. General
Definitions and Provisions, paragraph
(17)(b) is corrected to read as follows:

* * * * *

(b) Cowcod Conservation Areas. The
CCAs are two areas off the southern
California coast intended to protect
cowcod. The specific latitude and
longitude coordinates of the Cowcod
Conservation Areas (CCAs) are defined
at §660.304(c)(2). During January 1-
December 31, commercial fishing is
prohibited within the CCAs, except that
commercial fishing for rockfish and
lingcod is permitted shoreward of the
20—fm (37—m) depth contour. In general,
during March 1-December 31,
recreational fishing for all groundfish,
except sanddabs, is prohibited within
the CCAs. However, recreational fishing
for the following species is permitted
shoreward of the 20—fm (37—m) depth
contour: minor nearshore rockfish,
cabezon, kelp greenling, lingcod,
California scorpionfish, and sanddabs.
(Note: California State regulations also
permit recreational fishing for all
greenlings of the genus Hexogrammos
shoreward of the 20—fm (37—m) depth
contour in the CCAs.) It is unlawful to
take and retain, possess, or land
groundfish within the CCAs, except for
species stated in this section, when
those waters are open to fishing.
Commercial fishing vessels may transit
through the Western CCA with their
gear stowed and groundfish on board
only in a corridor through the Western
CCA bounded on the north by the
latitude line at 33°00'30" N. lat., and
bounded on the south by the latitude
line at 32°59'30" N. lat.

* * * * *

2. In section IV., under A. General
Definitions and Provisions, paragraph
(17)(c)(i) is corrected to read as follows:
* * * * *

(c) Trawl (Limited Entry and Open
Access Exempted Trawl Gears) Rockfish
Conservation Area.

(i) Trawl RCAs are intended to protect
a complex of species, such as overfished
shelf rockfish species, and have
boundaries defined by specific latitude
and longitude coordinates intended to
approximate particular depth contours,
such as 75 fm (137 m), 150 fm (274 m),
and 200 fm (366 m). The trawl RCA is
closed coastwide to limited entry
groundfish trawl fishing, except for mid-
water trawl vessels participating in the
primary whiting season. The trawl RCA
is also closed coastwide to open access
exempted trawl fishing, except for pink
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shrimp trawling. Fishing with any trawl
gear is prohibited within the trawl RCA
coastwide, unless that vessel is
participating in the primary whiting
season with mid-water trawl gear,
trawling with midwater gear for
yellowtail or widow rockfish when that
is permitted, or trawling for pink
shrimp. Coastwide, it is unlawful to take
and retain, possess, or land any species
of fish taken with trawl gear within the
trawl RCA, except as permitted for
vessels participating in the primary
whiting season with mid-water trawl
gear or for vessels participating in the
pink shrimp trawl fishery. Throughout
the year, boundaries for the trawl RCA
are provided in Table 3 of section IV.B.
and in Table 5 of section IV.C. and may
be modified by NMFS inseason
pursuant to the requirements of the
Administrative Procedure Act (APA).
Trawl RCA boundaries are defined by
specific latitude and longitude
coordinates and are provided below at
paragraph (f) of this section.

* * * * *

3. In section IV., under A. General
Definitions and Provisions, paragraph
(27)(d)(i) is revised to read as follows:

* * * * *

(d) Non-Trawl (Limited Entry Fixed
Gear and Open Access Non-trawl Gears)
Rockfish Conservation Area.

(i) Non-trawl RCAs are intended to
protect a complex of species, such as
overfished shelf rockfish species, and
have boundaries defined by specific
latitude and longitude coordinates
intended to approximate particular
depth contours, such as 27 fm (49 m),
100 fm (183 m), and 150 fm (274 m).
The non-trawl RCA is closed to non-
trawl gear (limited entry or open access
longline and pot or trap, open access
hook-and-line, pot or trap, gillnet, set
net, trammel net and spear) fishing for
groundfish, except that fishing for
sanddabs is permitted within the non-
trawl RCA with the gear specified in
Table 4 (South) of section IV.B. and
Table 5 (South) of section IV.C. Fishing
for groundfish, except sanddabs, with
non-trawl gear is prohibited within the
non-trawl RCA. It is unlawful to take
and retain, possess, or land groundfish
(except sanddabs) taken with non-trawl
gear within the non-trawl RCA. Limited
entry fixed gear and open access non-
trawl gear vessels may transit through
the non-trawl RCA, with or without
groundfish on board. These restrictions
do not apply to vessels fishing for
species other than groundfish with non-
trawl gear, although non-trawl vessels
on a fishing trip for species other than
groundfish that occurs within the non-
trawl RCA may not retain any

groundfish taken on that trip. If a vessel
fishes in the non-trawl RCA, it may not
participate in any fishing on that trip
that is prohibited by the restrictions that
apply within the non-trawl RCA. For
example, if a vessel participates in the
salmon troll fishery within the RCA, the
vessel cannot on the same trip
participate in the sablefish fishery
outside of the RCA. Throughout the
year, boundaries for the non-trawl RCA
are provided in Table 4 of section 1V.B.
and in Table 5 of section I1V.C. and may
be modified by NMFS inseason
pursuant to the requirements of the
APA. Non-trawl RCA boundaries are
defined by specific latitude and
longitude coordinates and are provided
below at paragraph (f) of this section.

* * * * *

4. In section V., under A. General
Definitions and Provisions, paragraph
(27)(e)(i) is revised to read as follows:

* * * * *

(e) Recreational Rockfish
Conservation Area.

(i) Recreational RCAs are closed areas
intended to protect overfished rockfish
species. Recreational RCAs may either
have (1) boundaries defined by general
depth contours or (2) boundaries
defined by specific latitude and
longitude coordinates intended to
approximate particular depth contours.
The recreational RCA is closed to
recreational fishing for groundfish.
Fishing for groundfish with recreational
gear is prohibited within the
recreational RCA. It is unlawful to take
and retain, possess, or land groundfish
taken with recreational gear within the
recreational RCA. If a vessel fishes in
the recreational RCA, it may not be in
possession of any species prohibited by
the restrictions that apply within the
recreational RCA. For example, if a
vessel participates in the recreational
salmon fishery within the RCA, the
vessel cannot be in possession of
groundfish while in the RCA. The vessel
may, however, on the same trip fish for
and retain groundfish shoreward of the
RCA on the return trip to port.
Throughout the year, boundaries for the
recreational RCAs are provided in the
text in section IV.D. under each state
(Washington, Oregon and California)
and may be modified by NMFS
inseason. Recreational RCA boundaries
that are defined by specific latitude and
longitude coordinates are provided
below at paragraph (f) of this section.

* * * * *

5. In section IV., under A. General
Definitions and Provisions, the
introductory text in paragraph

A7)(F)(ii)(E) is corrected to read as
follows:
* * * * *

(E) The 30—fm (55—m) depth contour
around Santa Catalina Island off the
State of California is defined by straight
lines connecting all of the following
points in the order stated:

* * * * *

6. In section 1V., under A. General
Definitions and Provisions, paragraphs
@7)(f)(iii) and (17)(f)(iv) are corrected to
read as follows:

* * * * *

(iii) The 40 fm (73 m) depth contour
between 46°16' N. lat. and 42°00' N. lat.
is defined by straight lines connecting
all of the following points in the order

stated:

(1) 46°16.00" N.
long.;

(2) 46°15.29' N.
long.;

(3) 46°11.90' N.
long.;

(4) 46°06.93' N.
long.;

(5) 46°05.33' N.
long.;

(6) 45°58.69' N.
long.;

(7) 45°57.71' N.
long.;

(8) 45°53.97' N.
long.;

(9) 45°49.75" N.
long.;

lat., 124°16.10' W.
lat., 124°15.60' W.
lat., 124°13.59"' W.
lat., 124°10.15' W.
lat., 124°08.30' W.
lat., 124°05.60' W.
lat., 124°05.82' W.
lat., 124°05.04' W.

lat., 124°05.14' W.

(10) 45°47.88' N. lat., 124°05.16" W.

long.;

(11) 45°47.07'N.

long.;

(12) 45°44.34'N.

long.;

(13) 45°40.64'N.

long.;

(14) 45°33.00'N.

long.;

(15) 45°32.27'N.

long.;

(16) 45°29.26'N.

long.;

(17) 45°19.99'N.

long.;

(18) 45°17.50'N.

long.;

(19) 45°11.29'N.

long.;

(20) 45°05.79'N.

long.;

(21) 45°05.07'N.

long.;

(22) 45°01.70'N.

long.;

(23) 44°58.75'N.

long.;

(24) 44°51.28'N.

long.;

(25) 44°49.49'N.

long.;

lat., 124°04.21' W.
lat., 124°05.09' W.
lat., 124°04.90' W.
lat., 124°04.46' W.
lat., 124°04.74' W.
lat., 124°04.22' W.
lat., 124°04.62' W.
lat., 124°04.91' W.
lat., 124°05.19' W.
lat., 124°05.40' W.
lat., 124°05.93' W.
lat., 124°06.53' W.
lat., 124°07.14' W.
lat., 124°10.21' W.

lat., 124°10.89' W.
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(26) 44°44.96'N.
long.;

(27) 44°43.44'N.
long.;

(28) 44°42.27'N.
long.;

(29) 44°41.68'N.
long.;

(30) 44°34.87'N.
long.;

(31) 44°33.74'N.
long.;

(32) 44°27.66'N.
long.;

(33) 44°19.13'N.
long.;

(34) 44°15.35'N.
long.;

(35) 44°14.38'N.
long.;

(36) 44°12.80'N.
long.;

(37) 44°09.23'N.
long.;

(38) 44°08.38'N.
long.;

(39) 44°01.18'N.
long.;

(40) 43°51.60'N.
long.;

(41) 43°42.66'N.
long.;

(42) 43°40.49'N.
long.;

(43) 43°38.77'N.
long.;

(44) 43°34.52'N.
long.;

(45) 43°28.82'N.
long.;

(46) 43°23.91'N.
long.;

(47) 43°17.96'N.
long.;

(48) 43°16.75'N.
long.;

(49) 43°13.98'N.
long.;

(50) 43°13.71'N.
long.;

(51) 43°12.26'N.
long.;

(52) 43°10.96'N.
long.;

(53) 43°05.65'N.
long.;

(54) 42°59.66'N.
long.;

(55) 42°54.97'N.
long.;

(56) 42°53.81'N.
long.;

(57) 42°49.14'N.
long.;

(58) 42°46.47'N.
long.;

(59) 42°45.60'N.
long.;

(60) 42°44.79'N.
long.;

lat., 124°14.39' W.
lat., 124°14.78' W.
lat., 124°13.81' W.
lat., 124°15.38' W.
lat., 124°15.80' W.
lat., 124°14.43' W.
lat., 124°16.99' W.
lat., 124°19.22' W.
lat., 124°17.37" W.
lat., 124°17.78' W.
lat., 124°17.18' W.
lat., 124°15.96' W.
lat., 124°16.80" W.
lat., 124°15.42' W.
lat., 124°14.68' W.
lat., 124°15.46' W.
lat., 124°15.74" W.
lat., 124°15.64' W.
lat., 124°16.73' W.
lat., 124°19.52' W.
lat., 124°24.28' W.
lat., 124°28.81' W.
lat., 124°28.42' W.
lat., 124°31.99' W.
lat., 124°33.25' W.
lat., 124°34.16' W.
lat., 124°32.34' W.
lat., 124°31.52' W.
lat., 124°32.58' W.
lat., 124°36.99' W.
lat., 124°38.58' W.
lat., 124°39.92' W.
lat., 124°38.65' W.
lat., 124°39.04' W.

lat., 124°37.96' W.

(61) 42°45.00'N. lat., 124°36.39' W.
long.;

(62) 42°44.14'N. lat., 124°35.16' W.
long.;

(63) 42°42.15'N. lat., 124°32.82' W.
long.;

(64) 42°38.82'N. lat., 124°31.09' W.
long.;

(65) 42°35.91'N. lat., 124°31.02' W.
long.;

(66) 42°31.34'N. lat., 124°34.84" W.
long.;

(67) 42°28.13'N. lat., 124°34.83' W.
long.;

(68) 42°26.73'N. lat., 124°35.58' W.
long.;

(69) 42°23.85'N. lat., 124°34.05' W.
long.;

(70) 42°21.68'N. lat., 124°30.64' W.
long.;

(71) 42°19.62'N. lat., 124°29.02' W.
long.;

(72) 42°15.01'N. lat., 124°27.72' W.
long.;

(73) 42°11.38'N. lat., 124°25.62' W.
long.;

(74) 42°04.66'N. lat., 124°24.39' W.
long.; and

(75) 42°00.00'N. lat., 124°23.55' W.
long.

(iv) The 50—fm (91-m) depth contour
between the U.S. border with Canada
and the Swiftsure Bank is defined by
straight lines connecting all of the
following points in the order stated:

(1) 48°30.15' N. lat., 124°56.12" W.
long.;

* * * * *

7. In section 1V., under A. General
Definitions and Provisions, paragraph
@7 @ (v)(A), line (13), is corrected to

read as follows:
* * * * *
(13) 34°02.80" N. lat., 119°21.40" W.
long.;
* * * * *

8. In section IV., under A. General
Definitions and Provisions, paragraph
(27)(f)(vi) is revised to read as follows:

* * * * *

(vi) The 75—fm (137—m) depth contour
used between the U.S. border with
Canada and the U.S. border with Mexico
is defined by straight lines connecting
all of the following points in the order
stated:

* * * * *

(123) 38°00.00' N. lat., 123°22.19' W.
long.;

(124) 37°57.70" N. lat., 123°25.98' W.
long.;

(125) 37°56.73"' N. lat., 123°25.22" W.
long.;

(126) 37°55.59" N. lat., 123°25.62' W.
long.;

(127) 37°52.79' N. lat., 123°23.85' W.
long.;

(128) 37°49.13' N. lat., 123°18.83' W.
long.;

(129) 37°46.01' N

long.;

(130) 37°36.12' N.

long.;

(131) 37°03.52' N.

long.;

(132) 36°59.69' N

long.;

(133) 37°01.41' N

long.;

(134) 36°58.75' N

long.;

(135) 36°59.17' N

long.;

(136) 36°57.51' N.

long.;

(137) 36°51.46' N.

long.;

(138) 36°48.43' N

long.;

(139) 36°48.66' N

long.;

(140) 36°47.75' N.

long.;

(141) 36°51.23' N.

long.;

(142) 36°49.72' N

long.;

(143) 36°48.84' N

long.;

(144) 36°47.89' N

long.;

(145) 36°48.66' N.

long.;

(146) 36°45.56' N

long.;

(147) 36°45.30' N

long.;

(148) 36°38.54' N

long.;

(149) 36°35.76' N.

long.;

(150) 36°32.58' N

long.;

(151) 36°32.95' N

long.;

(152) 36°31.96' N

long.;

(153) 36°31.74' N.

long.;

(154) 36°30.57' N

long.;

(155) 36°27.80' N

long.;

(156) 36°26.52' N

long.;

(157) 36°23.65' N.

long.;

(158) 36°20.93' N

long.;

(159) 36°18.23' N

long.;

(160) 36°14.21' N

long.;

(161) 36°14.68' N.

long.;

(162) 36°10.42' N

long.;

(163) 36°02.55' N

long.;

lat., 123°12.28' W.
lat., 123°00.33' W.
lat., 122°37.57" W.
lat., 122°27.32' W.
lat., 122°24.41' W.
lat., 122°23.81' W.
lat., 122°21.44' W.
lat., 122°20.69' W.
lat., 122°10.01' W.
lat., 122°06.47" W.
lat., 122°04.99' W.
lat., 122°03.33' W.
lat., 121°57.79" W.
lat., 121°57.87" W.
lat., 121°58.68' W.
lat., 121°58.53' W.
lat., 121°50.49' W.
lat., 121°54.11' W.
lat., 121°57.62' W.
lat., 122°01.13' W.
lat., 122°00.87' W.
lat., 121°59.12' W.
lat., 121°57.62' W.
lat., 121°56.27" W.
lat., 121°58.24' W.
lat., 121°59.66' W.
lat., 121°59.30' W.
lat., 121°58.09' W.
lat., 121°58.94' W.
lat., 122°00.28' W.
lat., 122°03.10' W.
lat., 121°57.73' W.
lat., 121°55.43' W.
lat., 121°42.90' W.

lat., 121°36.35' W.
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(164) 36°01.04' N. lat., 121°36.47" W. (199) 33°49.84' N. lat., 118°24.78' W. (197) 37°55.07" N. lat., 123°26.81' W.

long.; long.; long.;

(165) 35°58.25' N. lat., 121°32.88" W. (200) 33°47.53' N. lat., 118°30.12" W. (198) 37°50.66' N. lat., 123°23.06" W.
long.; long.; long.;

(166) 35°39.35' N. lat., 121°22.63' W. (201) 33°44.11' N. lat., 118°25.25' W. (199) 37°45.18' N. lat., 123°11.88' W.
long.; long.; long.;

(167) 35°24.44' N. lat., 121°02.23' W. (202) 33°41.77' N. lat., 118°20.32' W. (200) 37°36.21' N. lat., 123°01.20' W.
long.; long.; long.;

(168) 35°10.84' N. lat., 120°55.90' W. (203) 33°38.17' N. lat., 118°15.70' W. (201) 37°15.58' N. lat., 122°48.36' W.
long.; long.; long.;

(169) 35°04.35' N

long.;

(170) 34°55.25' N

lat., 120°51.62' W.

lat., 120°49.36' W.

(204) 33°37.48' N

long.;

(205) 33°36.01' N

lat., 118°16.73' W.

lat., 118°16.55' W.

(202) 37°03.18' N

long.;

(203) 37°00.48' N

lat., 122°38.15' W.

lat., 122°33.93' W.

long.; long:; long.;
| (171) 34°47.95' N. lat., 120°50.76' W. (206) 33°33.76' N. lat., 118°11.37' W. | (204) 36°58.70' N. lat., 122°27.22' W.
ong.; long.; ong,;
lor(i;?-Z) 34°39.27' N. lat., 120°49.16' W. (207) 33°33.76' N. lat., 118°07.94' W. Ior(12995) 37°00.85' N. lat., 122°24.70' W.
- o U o 1 Iong’ i, o i o ’
Ior(1197'3) 34°31.05' N. lat., 120°44.71' W. (208) 33°35.59' N. lat., 118°05.05' W. Ior(12go'6) 36°58.00" N. lat., 122°24.14' W.
> o ’ o U Iongl N o ' o 1
. o . o , long,; o o . 0 .
|or%7-5) 34°22.60" N. lat., 120°25.41' W. (210) 33°35.10' N. lat., 117°55.68' W. Ior(lngS) 36°56.97' N. lat., 122°21.32' W.
_ s , 0 . long.; o R , o .
Ior(]37.6) 34°25.45' N. lat., 120°17.41' W. (211) 33°34.91' N, lat., 117°53.76' W. IOI2290_9) 36°51.52' N. lat., 122°10.68' W.
- o ' o . long.; " o ' o .
|or%7-7) 34°22.94' N. lat., 119°56.40' W. (12) 33°30.77' N. lat., 117°47.56' W, Ior(]291_0) 36°48.39' N. lat., 122°07.60' W.
| (178) 34°18.37' N. lat., 119°42.01' W. '0?3-1;3) 33°27.50' N. lat, 117°44.87 W. | (211) 36°47.43' N. lat., 122°03.22' W.
ong.; R : ’ ” ) ’ ong.;
| (179) 34°11.22' N. lat., 119°32.47' W. Ior(lg.l, 4)33°16.89' N, lat., 117°34.37' W, | (212) 36°50.95' N. lat., 121°58.03' W.
ong.; ! : et ' : ong.;
| (180) 34°09.58' N. lat., 119°25.94' W. '0’(‘29-1'5) 33°06.66' N. lat, 117°2150' W. | (213) 36°49.92' N. lat., 121°58.01' W.
ong.; . : - 1db . . ong.;
(181) 34°03.89' N. lat., 119°12.47'W. ~ long. ) i , (214) 36°48.88' N. lat., 121°58.90' W.
long.. (216) 33°03.35' N. lat., 117°20.92' W.  jgng.-
(182) 34°03.57' N. lat., 119°06.72' W.  long., , i , (215) 36°47.70' N. lat., 121°58.75' W.
long.: (217) 33°00.07' N. lat., 117°19.02' W.  |gng .-
(183) 34°04.53' N. lat., 119°04.90' w.  long; (216) 36°48.37' N. lat., 121°51.14' W.
long.: (218) 32°55.99' N. lat., 117°18.60' W.  |gng.:
(184) 34°02.84' N. lat., 119°02.37' W.  long.; (217) 36°45.74' N. lat., 121°54.17" W.
long.: (219) 32°54.43' N. lat., 117°16.93' W.  |ong;
(185) 34°01.30" N. lat., 119°00.26' W. Io?g-; ) | (218) 36°45.51' N. lat., 121°57.72' W.
long.: 220) 32°52.13'N. lat., 117°16.55' W.  |ong.;
(186) 34°00.22' N. lat., 119°03.20' W.  long,; (219) 36°38.84' N. lat., 122°01.32' W.
long.; (221) 32°52.61' N. lat., 117°19.50' W.  |ong.;
(187) 33°59.60' N. lat., 119°03.16' W.  long,; (220) 36°35.62' N. lat., 122°00.98' W.
long.; (222) 32°46.95' N. lat., 117°22.81' W.  long.;
(188) 33°59.46' N. lat., 119°00.88' W.  long.; (221) 36°32.46' N. lat., 121°59.15' W.
long.; (223) 32°45.01' N. lat., 117°22.07' W. long.;
(189) 34°00.49' N. lat., 118°59.08' W.  long.; (222) 36°32.79' N. lat., 121°57.67' W.
long.; (224) 32°43.40' N. lat., 117°19.80' W. long.;
(190) 33°59.07' N. lat., 118°47.34' W.  long.; and (223) 36°31.98' N. lat., 121°56.55' W.
long.; (225) 32°33.74' N. lat., 117°18.67" W. long.;
(191) 33°58.73' N. lat., 118°36.45' W.  long. (224) 36°31.79' N. lat., 121°58.40' W.
long.; * * * * * long.;
192) 33°55.24' N. lat., 118°33.42' W. ; 225) 36°30.73' N. lat., 121°59.70' W.
lon 9. In section 1V., under A. General long
95 . , . . Definitions and Provisions, paragraph I , . .
(193) 33°53.71' N. lat,, 118°38.01' W. (17)(f)vii) is revised to read as follows: (226) 36°30.31' N. lat., 122°00.22' W.
long; . x x % = long;
(194) 33°51.22' N. lat., 118°36.17' W. (vii) The 100 fm (183 m) depth (227) 36°29.35' N. lat., 122°00.36' W.
long.; long.;
(195) 33°49.85' N. lat., 118°32.31' W.  contour used between the U.S. border (228) 36°27.66' N. lat., 121°59.80" W.
long.; Wlth_Car_1ada gnd the U.S._ bord_er with long.;
(196) 33°49.61' N. lat., 118°28.07' w.  Mexico is defined by straight lines (229) 36°26.22' N. lat., 121°58.35' W.
long.: connecting all of the following points in  |gpg -
(197) 33°49.95' N. lat., 118°26.38' W.  the order stated: (230) 36°21.20" N. lat., 122°00.72' W.
long.; * * * * * long.;
(198) 33°50.36' N. lat., 118°25.84' W. (196) 38°00.00' N. lat., 123°23.08" W. (231) 36°20.47' N. lat., 122°02.92' W.
long.; long.; long.;
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(232) 36°18.46' N.

long.;

(233) 36°15.92' N.

long.;
(234) 36°13.76'
long.;

(235) 36°14.43' N.

long.;

(236) 36°10.24' N
long.;

(237) 36°07.66' N.
long.

(238) 36°02.49' N
long.;

(239) 36°01.07"
long.;

(240) 35°57.84' N.
long.;

(241) 35°50.36'
long.;

(242) 35°39.03' N.
long.;

(243) 35°24.30' N
long.

(244) 35°16.53' N
long.;

(245) 35°04.82' N
long.;

(246) 34°52.51' N
long.

(247) 34°43.36' N
long.;

(248) 34°37.64' N
long.;

(249) 34°30.80' N
long.

(250) 34°27.00' N
long.;

(251) 34°21.90' N
long.;

lat., 122°04.51' W

lat., 122°01.33' W.
N. lat., 121°57.27' W

lat., 121°55.43' W.

. lat., 121°43.08' W

lat., 121°40.91' W.

. lat., 121°36.51' W

N. lat., 121°36.82' W
lat., 121°33.10' W.
N. lat., 121°29.32' W

lat., 121°22.86' W.

. lat., 121°02.56' W
. lat., 121°00.39' W
. lat., 120°53.96' W
. lat., 120°51.62' W
. lat., 120°52.12' W
. lat., 120°49.99' W
. lat., 120°45.02' W
. lat., 120°39.00' W
. lat., 120°25.25' W

(252) 34°24.86' N.

long.;

(253) 34°22.80' N.

long.;
(254) 34°18.59'
long.;

(255) 34°15.04' N.

long.;
(256) 34°14.40' N
long.;

(257) 34°12.32' N.

long.;

(258) 34°09.71' N
long.;

(259) 34°04.70'
long.;

(260) 34°03.33' N.
long.;

(261) 34°02.72'
long.;

(262) 34°03.90' N.
long.;

(263) 34°01.80' N
long.

(264) 33°59.32' N
long.;

(265) 33°59.00' N
long.;

(266) 33°59.51' N
long.

(267) 33°58.82' N
long.;

(268) 33°58.54' N
long.;

(269) 33°55.07' N
long.

(270) 33°54.28' N
long.;

(271) 33°51.00' N
long.;

lat., 120°16.81' W

lat., 119°57.06' W.
N. lat., 119°44.84' W

lat., 119°40.34' W.

. lat., 119°45.39' W

lat., 119°42.41' W.

. lat., 119°28.85' W

N. lat., 119°15.38' W
lat., 119°12.93' W.
N. lat., 119°07.01' W

lat., 119°04.64' W.

. lat., 119°03.23' W
. lat., 119°03.50' W
. lat., 118°59.55' W
. lat., 118°57.25' W
. lat., 118°52.47" W
. lat., 118°41.86' W
. lat., 118°34.25' W
. lat., 118°38.68' W
. lat., 118°36.66' W

(272) 33°39.77' N.

long.;

(273) 33°35.50' N.

long.;

(274) 33°32.68' N.

long.;

(275) 33°34.09'
long.;

(276) 33°31.60' N.

long.;

(277) 33°16.07' N.

long.;

(278) 33°07.06' N.

long.;

(279) 32°59.28' N.

long.;

(280) 32°55.36' N.

long.;

(281) 32°53.35' N.

long.;

(282) 32°53.34' N.

long.;

(283) 32°46.39' N.

long.;

(284) 32°42.79' N.

long.; and

(285) 32°34.22' N.

long.

* * * *

lat., 118°18.41' W.
lat., 118°16.85' W.

lat., 118°09.82' W.

N. lat., 117°54.06' W.

lat., 117°49.28' W.
lat., 117°34.74' W.
lat., 117°22.71' W.
lat., 117°19.69' W.
lat., 117°19.54' W.
lat., 117°17.05" W.
lat., 117°19.13' W.
lat., 117°23.45' W.
lat., 117°21.16" W.

lat., 117°21.20" W.

*

10. In section V., under B. Limited
Entry Fishery, footnote 4 in Table 4
(South) is corrected to read as follows:

* * * *

BILLING CODE 3510-22-S

*
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Table 4 (South). 2004 Trip Limits for Limited Entry Fixed Gear South of 40°10' N. Latitude"
Other Limits and Requirements Apply -- Read Sections IV. A. and B. NMFS Actions before using this table

32004

JAN-FEB | MAR-APR

MAY-JUN | JUL-AUG

SEP-OCT | NOV-DEC

Rockfish Conservation Area” (RCA):

40°10' - 34°27' N. lat.

30 fm - 150 fm (also applies
around islands, there is an
additional closure between
the shoreline and 10 fm
around the Farallon Islands)

20 fm - 150 fm (also applies
around islands, there is an
additional closure between

the shoreline and 10 fm
around the Farallon Islands)

30 fm - 150 fm (also applies
around islands, there is an
additional closure between

the shoreline and 10 fm
around the Farallon Islands)

South of 34°27' N. lat.

60 fm - 150 fm (also applies around islands)

1 Minor slope rockfish?

2 40°10' - 38° N. lat. 7,000 Ib/ 2 months

3 South of 38° N. lat. 40,000 Ib/ 2 months

4 Splitnose

5 40°10' - 38° N. lat. 7,000 Ib/ 2 months

6 South of 38° N. lat. 40,000 Ib/ 2 months

7 Sablefish

8 40°10' - 36° N. lat. 300 Ib/ day, or 1 landing per week of up to 900 Ib, not to exceed 3,600 Ib/ 2 months
9 South of 36° N. lat| 350 Ib/ day, or 1 landing per week of up to 1,050 Ib

10 Longspine thornyhead

10,000 Ib/ 2 months

11 Shortspine thornyhead

2,000 Ib/ 2 months

12 Dover sole

13 Arrowtooth flounder

14 Petrale sole

When fishing for PBacific sanddabs, vessels using hook-and-line gear with no more than 12|
hooks per line, using hooks no larger than "Number 2" hooks, which measure 11 mm
(0.44 inches) point to shank, and up to 1 Ib (0.45 kg) of weight per line are not subject to

5,000 Ib/ month

15 Rex sole the RCA
T e S.

16 All other flatfish?

17 Whiting® 10,000 Ib/ trip

Minor shelf rockfish, widow, and
yellowtail rockfish¥

19 40°10" - 34°27' N. lat. 300 b/ 2 CLOSED® 200 Ib/ 2 months 300 Ib/ 2 months
o months S
20 South of 34°27' N. lat.| CLOSED* 2,000 Ib/ 2 months
21 Chilipepper rockfish 2,000 Ib/ 2 months, this opportunity only available seaward of the nontrawl RCA
22 Canary rockfish CLOSED®
23 Yelloweye rockfish CLOSEDY
24 Cowcod CLOSED*
25 Bocaccio
200 Ib/ 2 5
26 40°10' - 34°27' N. lat. months CLOSED 100 Ib/ 2 months 200 Ib/ 2 months
27 South of 34°27' N. lat.| CLOSED¥ 300 Ib/ 2 months
28 Minor nearshore rockfish .
29 Shallow nearshore
300 Ib/ 2
04 A* 0. 5/
30 40°10°-34°27'N. lat.|  onths | CLOSED™ | 502 | 6002 | 500/2 | 30012
31 South of 34°27' N. lat| CLOSEDY 300 Ib/ 2 months months months months
months
32 Deeper nearshore
500 Ib/ 2 500 Ib/ 2
04 071 5/
33 40°10' - 34°27' N. lat. months CLOSED 500 Ib/ 2 months 400 Ib/month months
500 Ib/ 2 400 Ib/ 2
0ng¢ 5/
34 South of 34°27' N. lat.] CLOSED months 600 Ib/ 2 months months
L ) 5 300 Ib/ 2
35 California scorpionfish CLOSED 300 Ib/ 2 months 400 Ib/ 2 months months
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Table 4 (South). Continued

36 Lingcod®

CLOSED”

400 Ib/ month, when nearshore open

CLOSED™

37 Other fish?

Not limited

1/ "South” means 40°10' N. lat. to the U.S.-Mexico border. 40°10' N. lat. is about 20 nm south of Cape Mendocino, CA.

2/ "Other flatfish” means all flatfish at 50 CFR 660.302 except those in this Tabie 4 with species specific management measures, including trip limits.

3/ The whiting "per trip” limit in the Eureka area shoreward of 100 fm is 10,000 Ib/ trip all year. Outside Eureka area, the 20,000 tb/ trip limit applies. See V. B.(3).

4/ POP is included in the trip limits for minor slope rockfish.

5/ Closed means that it is prohibited to take and retain, possess, or land the designated species in the time or area indicated. See IV. A(7).

6/ The minimum size limit for lingcod is 24 inches (61 cm) totat fength.

7/ The "Rockfish Conservation Area” is a gear and/or sector specific closed area generally described by depth contours but specifically defined by lat/long
coordinates set out at IV. A(17)f) that may vary seasonally.

8/ Other fish are defined at 50 CFR 660.302, as those groundfish species or species groups for which there is no trip limit, size limit, quota, or harvest guideline.

To convert pounds to kilograms, divide by 2.20462, the number of pounds in one kilogram.

BILLING CODE 3510-22-C

11. In section IV., under D.
Recreational Fishery, paragraph
(3)(b)(i)(A) is corrected to read as
follows:

* * * * *

(A) Cowcod Conservation Areas.
Coordinates defining the boundaries of
the Cowcod Conservation Areas (CCAS)
are described in Federal regulations at
50 CFR 660.304(c). Recreational fishing
for all groundfish is prohibited within
the CCAs, except that fishing for
sanddabs is permitted subject to the
provisions in paragraph IV.D.(3)(b)(v).
However, recreational fishing for the
following species is permitted
shoreward of the 20 fm (37 m) depth
contour within the CCAs from March 1
through December 31, subject to the bag
limits in this section: minor nearshore
rockfish, cabezon, kelp greenling,
lingcod, California scorpionfish, and
sanddabs. (Note: California State
regulations also permit recreational
fishing for all greenlings of the genus
Hexogrammas shoreward of the 20—fm
(37—m) depth contour in the CCAs.)

* * * * *

12. In section V., under D.
Recreational Fishery, paragraph
(3)(b)(i)(B) is revised and paragraph
(3)(b)(1)(B)(2) is corrected to read as
follows:

* * * * *

(B) Recreational Rockfish
Conservation Areas. The recreational
Rockfish Conservation Areas, or
recreational RCAs, are areas that are
closed to recreational fishing for
groundfish. See also paragraph
IV.A.(17)(e).

(1) Between 40°10" N. lat. and 34°27'
N. lat., recreational fishing for all
groundfish, except sanddabs, is
prohibited seaward of a boundary line
approximating the 30—fm (55-m) depth
contour along the mainland coast and
along islands and offshore seamounts
during January 1 through February 29
and September 1 through December 31;
is prohibited seaward of the 20—fm (37—

m) depth contour during May 1 through
August 31; and is closed entirely during
March 1 through April 30 (i.e.,
prohibited seaward of the shoreline).
Coordinates for the boundary line
approximating the 30—fm (55-m) depth
contour are listed in section IV.A.(17)(f).
Under State law, recreational fishing for
rockfish, lingcod, and associated species
limited to cabezon, greenlings of the
genus Hexagrammos, California
scorpionfish, California sheephead, and
ocean whitefish are prohibited between
the shoreline and the 10-fm (18-m)
depth contour around the Farallon
Islands. For a definition of the Farallon
Islands, see paragraph IV.A.(17)(f).
Recreational fishing for certain
groundfish species is also prohibited in
waters of the Cordell Banks, located at
38°02' N. lat. and 123°25' W. long., and
within a 5 nautical mile radius around
this point. This portion of the Cordell
Banks is closed to fishing for rockfish,
lingcod, cabezon, kelp greenlings and
California scorpionfish. (Note:
California State regulations also prohibit
the retention of other greenlings of the
genus Hexagrammos, California
sheephead and ocean whitefish.) For a
definition of Cordell Banks, see
paragraph IV.A.(17)(f).

* * * * *

13. In section V., under D.
Recreational Fishery, paragraph
(3)(@)(i)(B) is revised to read as follows:
* * * * *

(B) Bag limits, boat limits, hook limits.
North of 40°10' N. lat., in times and
areas when the recreational season for
the RCG Complex is open, there is a
limit of two hooks and one line when
fishing for rockfish.

(1) From January 1 through April 30,
the bag limit is 10 rockfish per day, of
which no more than two may be
bocaccio. The following daily bag limits
also apply: no more than 10 cabezon per
day and no more than 10 kelp greenling
and 10 rock greenling per day. Multi-
day limits are authorized by a valid
permit issued by California and must

not exceed the daily limit multiplied by
the number of days in the fishing trip.

(2) From May 1 through December 31,
the bag limit is 10-RCG Complex fish
per day (not including canary rockfish,
yelloweye rockfish and cowcod, which
are prohibited), of which up to 10 may
be rockfish, no more than two of which
may be bocaccio. Also within the 10—
RCG Complex fish per day limit, no
more than two fish per day may be
greenling (kelp and/or other greenlings)
and no more than 3 fish per day may be
cabezon. Multi-day limits are authorized
by a valid permit issued by California
and must not exceed the daily limit
multiplied by the number of days in the
fishing trip.

* * * * *

14. In section IV., under D.
Recreational Fishery, paragraph (3)(a)(ii)
is revised to read as follows:

* * * * *

(i) Lingcod.

(A) Seasons. North of 40°10' N. lat.,
recreational fishing for lingcod is open
from January 1 through October 31.

(B) Bag limits, boat limits, hook limits.
North of 40°10' N. lat., in times and
areas when the recreational season for
lingcod is open, there is a limit of two
hooks and one line when fishing for
lingcod. The bag limitis 2 lingcod per
day from January 1 through March 31
and 1 lingcod per day from April 1
through October 31. Multi-day limits are
authorized by a valid permit issued by
California and must not exceed the daily
limit multiplied by the number of days
in the fishing trip.

(C) Size limits. Lingcod may be no
smaller than 24 in (61 cm) total length
from January 1 through March 31 and
no smaller than 30 in (77 cm) total
length from April 1 through October 31.

(D) Dressing/Filleting. Lingcod fillets
may be no smaller than 16 in (41 cm)
in length from January 1 through March
31 and no smaller than 21 in (54 cm)
from April 1 through October 31 in
length.

* * * * *
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15. In section IV., under D.
Recreational Fishery, paragraph
(3)(b)(ii)(B) is revised to read as follows:

* * * * *

(B) Bag limits, boat limits, hook limits.

South of 40°10' N. lat., in times and
areas when the recreational season for
the RCG Complex is open, there is a
limit of two hooks and one line when
fishing for rockfish.

(1) From January 1 through April 30
when the season for the RCG complex
is open, the bag limit is 10-RCG
Complex fish per day (not including
canary rockfish, yelloweye rockfish and
cowcod, which are prohibited), of
which up to 10 may be rockfish, no
more than 1 of which may be bocaccio
and no more than 2 of which may be
shallow nearshore rockfish. (Note: The
shallow nearshore rockfish group off
California are composed of kelp, grass,
black-and-yellow, China, and gopher
rockfishes.) Also within the 10-RCG
Complex fish per day limit, no more
than 2 fish per day may be greenling
(kelp and/or other greenlings) and no
more than 3 fish per day may be
cabezon. Lingcod, California
scorpionfish and sanddabs taken in
recreational fisheries off California do
not count toward the 10 RCG Complex
fish per day bag limit. Multi-day limits
are authorized by a valid permit issued
by California and must not exceed the
daily limit multiplied by the number of
days in the fishing trip.

(2) From May 1 through December 31,
the bag limit is 10-RCG Complex fish
per day (not including canary rockfish,
yelloweye rockfish and cowcod, which
are prohibited), of which up to 10 may
be rockfish, no more than 1 of which
may be bocaccio. Also within the 10—
RCG Complex fish per day limit, no
more than 2 fish per day may be
greenling (kelp and/or other greenlings)
and no more than 3 fish per day may be
cabezon. Lingcod, California
scorpionfish and sanddabs taken in
recreational fisheries off California do
not count toward the 10 RCG Complex
fish per day bag limit. Multi-day limits
are authorized by a valid permit issued
by California and must not exceed the
daily limit multiplied by the number of
days in the fishing trip.

* * * * *

16. In section IV., under D.
Recreational Fishery, paragraph
(3)(b)(iv) is corrected to read as follows:
* * * * *

(iv) Lingcod.

(A) Seasons. Between 40°10' N. lat.
and 34°27' N. lat., recreational fishing
for lingcod is open from January 1
through February 29 and from May 1
through October 31 (i.e., it’s closed from

March 1 through April 30 and from
November 1 through December 31).
South of 34°27' N. lat., recreational
fishing for lingcod is open from March
1 through October 31 (i.e., it’s closed
from January 1 through February 29 and
from November 1 through December
31). When recreational fishing for
lingcod is open, it is permitted only
shoreward of the recreational RCA, as
described in paragraph IV.D.(3)(b)(i)(B)
above.

(B) Bag limits, boat limits, hook limits.
South of 40°10" N. lat., in times and
areas when the recreational season for
lingcod is open, there is a limit of two
hooks and one line when fishing for
lingcod. The bag limit is two lingcod per
day from January 1 through March 31
and one lingcod per day from April 1
through October 31. Lingcod do not
count against the 10-RCG Complex fish
per day limit. Multi-day limits are
authorized by a valid permit issued by
California and must not exceed the daily
limit multiplied by the number of days
in the fishing trip.

(C) Size limits. In times and areas
when the recreational season for lingcod
is open, lingcod may be no smaller than
24 in (61 cm) total length from January
1 through March 31 and no smaller than
30 in (77 cm) total length from April 1
through October 31.

(D) Dressing/Filleting. In times and
areas when the recreational season for
lingcod is open, lingcod fillets may be
no smaller than 16 in (41 cm) in length
from January 1 through March 31 and
no smaller than 21 in (54 cm) from April
1 through October 31 in length.

* * * * *

Classification

These actions are authorized by the
Pacific Coast groundfish FMP and its
implementing regulations, and are based
on the most recent data available. The
aggregate data upon which these actions
are based are available for public
inspection at the Office of the
Administrator, Northwest Region,
NMFS, (see ADDRESSES) during
business hours.

The Assistant Administrator for
Fisheries, NOAA, finds good cause to
waive the requirement to provide prior
notice and opportunity for public
comment on this action pursuant to 5
U.S.C. 553(b)(3)(B), because providing
prior notice and opportunity for
comment would be impracticable,
unnecessary and contrary to the public
interest. The data upon which these
recommendations were based was
provided to the Pacific Council and the
Pacific Council made its
recommendations at its March 7-12,
2004, meeting in Tacoma, WA. There

was not sufficient time after that
meeting to draft this notice and undergo
proposed and final rulemaking before
these actions need to be in effect as
explained below. For the actions to be
implemented in this notice, prior notice
and opportunity for comment would be
impracticable because affording prior
notice and opportunity for public
comment would take too long, thus
impeding the Agency’s function of
managing fisheries to approach without
exceeding the OYs for federally
managed species. The adjustments to
management measures in this document
include changes to California’s
recreational fishery and changes to the
commercial trawl RCA off California.
Changes to California’s recreational
fishery management measures must be
implemented in a timely manner to
protect overfished groundfish species,
such as lingcod and canary rockfish,
and to keep the harvest of other
groundfish species, such as minor
nearshore rockfish, within the harvest
levels projected to be taken off the State
of California in 2004. Changes to
California’s recreational RCG complex
bag limits must be in effect by May 1,
2004, to keep harvest within the levels
projected and to conform Federal and
State recreational regulations. Changes
to California’s commercial trawl RCA
are intended to reduce the take of
overfished groundfish species by closing
Cordell Banks, an area of high catch of
canary rockfish and other overfished
species, to commercial fishing in an
effort to keep groundfish take within the
QYs set for the year. Delaying these
changes to management measures could
lead to early closures of the fishery. This
would contradict one of the Pacific
Coast Groundfish FMP objectives of
providing for year-round harvest
opportunities or extending fishing
opportunities as long as practicable
during the fishing year.

For these reasons, good cause also
exists to waive the 30 day delay in
effectiveness requirement under 5
U.S.C. 553 (d)(3).

These actions are taken under the
authority of 50 CFR 660.323(b)(1) and
are exempt from review under Executive
Order 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: April 22, 2004.
Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 04-9649 Filed 4-28-04; 8:45 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 031125292-4061-02; 1.D.
042304C]

Fisheries of the Economic Exclusive
Zone Off Alaska; Deep-Water Species
Fishery by Vessels Using Trawl Gear in
the Gulf of Alaska

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Closure.

SUMMARY: NMFS is prohibiting directed
fishing for species that comprise the
deep-water species fishery by vessels
using trawl gear in the Gulf of Alaska
(GOA). This action is necessary because
the second seasonal apportionment of
the 2004 halibut bycatch allowance
specified for the deep-water species
fishery in the GOA has been reached.
DATES: Effective 1200 hrs, Alaska local
time (A.L.t.), April 26, 2004, through
1200 hrs, A.l.t., July 4, 2004.

FOR FURTHER INFORMATION CONTACT: Josh
Keaton, 907-586-7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
GOA exclusive economic zone

according to the Fishery Management
Plan for Groundfish of the Gulf of
Alaska (FMP) prepared by the North
Pacific Fishery Management Council
under authority of the Magnuson-
Stevens Fishery Conservation and
Management Act. Regulations governing
fishing by U.S. vessels in accordance
with the FMP appear at subpart H of 50
CFR part 600 and 50 CFR part 679.

The 2004 final harvest specifications
for groundfish of the GOA (69 FR 9261,
February 27, 2004), established the
second seasonal apportionment of the
halibut bycatch allowance specified for
the trawl deep-water species fishery in
the GOA for the period 1200 hrs, A.lL.t.,
April 1, 2004, through 1200 hrs, A.l.t.,
July 4, 2004, as 300 metric tons.

In accordance with §679.21(d)(7)(i),
the Administrator, Alaska Region,
NMFS, has determined that the second
seasonal apportionment of the 2004
Pacific halibut bycatch allowance
specified for the trawl deep-water
species fishery in the GOA has been
reached. Consequently, NMFS is
prohibiting directed fishing for the
deep-water species fishery by vessels
using trawl gear in the GOA. The
species and species groups that
comprise the deep-water species fishery
are: all rockfish of the genera Sebastes
and Sebastolobus, deep water flatfish,
rex sole, arrowtooth flounder, and
sablefish.

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA,
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such a requirement
is impracticable and contrary to the
public interest. This requirement is
impracticable and contrary to the public
interest as it would prevent the Agency
from responding to the most recent
fisheries data in a timely fashion and
would delay the closure of the deep-
water species fishery by vessels using
trawl gear in the GOA.

The AA also finds good cause to
waive the 30—day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by §679.20
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: April 23, 2004.

Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 04-9757 Filed 4—26—04; 4:00 pm]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 319

[Docket No. 02-119-1]

RIN 0579-AB78

Importation of Small Lots of Seed
Without Phytosanitary Certificates

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the nursery stock regulations to allow
the importation of small lots of seed
under an import permit with specific
conditions, as an alternative to the
current phytosanitary certificate
requirement. This proposed change is
necessary because several entities that
import small lots of seed-individual
importers, horticultural societies,
arboreta, and small businesses—have
had difficulty obtaining the necessary
certificates and have been adversely
affected by the phytosanitary certificate
requirement. The proposed change
would make it feasible for those entities
to import small lots of seed and would
ensure prompt and consistent service
for such importers while continuing to
protect against the introduction of plant
pests into the United States and
providing the Animal and Plant Health
Inspection Service with necessary
information about the quality, quantity,
and diversity of the imported material.

DATES: We will consider all comments
that we receive on or before June 28,
2004.

ADDRESSES: You may submit comments
by any of the following methods:

* Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. 02-119-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.

Please state that your comment refers to
Docket No. 02-119-1.

e E-mail: Address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘‘Docket
No. 02-119-1" on the subject line.

« Agency Web Site: Go to http://
www.aphis.usda.gov/ppd/rad/
cominst.html for a form you can use to
submit an e-mail comment through the
APHIS Web site.

» Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information, including the names of
groups and individuals who have
commented on APHIS dockets, on the
Internet at http://www.aphis.usda.gov/
ppd/rad/webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Arnold Tschanz, Senior Staff Officer,
Regulatory Coordination Staff, PPQ,
APHIS, 4700 River Road Unit 141,
Riverdale, MD 20737-1236, (301) 734—
5306.

SUPPLEMENTARY INFORMATION:
Background

The regulations in 7 CFR part 319
prohibit or restrict the importation into
the United States of certain plants and
plant products to prevent the
introduction of plant pests into the
United States. The regulations
contained in “Subpart—Nursery Stock,
Plants, Roots, Bulbs, Seeds, and Other
Plant Products™ (88 319.37 through
319.37-14, referred to below as the
regulations) prohibit or restrict, among
other things, the importation of living
plants, plant parts, and seeds for
propagation.

Nursery stock, plants, seeds, and
other propagative plant material that
cannot be feasibly inspected, treated, or
handled to prevent them from
introducing plant pests new to or not
widely distributed in the United States
are listed in the regulations as
prohibited articles. Prohibited articles
may not be imported into the United
States, unless imported by the U.S.
Department of Agriculture (USDA) for
experimental or scientific purposes
under specified safeguards.

All other nursery stock, plants, seeds,
and other propagative plant material
that can be inspected, treated, or
handled to prevent them from
introducing plant pests are considered
restricted articles. Restricted articles
may be imported into the United States
if they are imported in compliance with
conditions that include a phytosanitary
certificate and port of entry inspection
requirement and that may include the
need for a permit, treatment, or
postentry quarantine.

Paragraph (a) of 8 319.37—4 of the
regulations requires that any restricted
article offered for importation into the
United States, other than certain
greenhouse-grown plants from Canada,
be accompanied by a phytosanitary
certificate of inspection (phytosanitary
certificate). Section 319.37-1 of the
regulations defines a phytosanitary
certificate as a document relating to a
restricted article, which: (1) Is issued by
a plant protection official of the country
in which the restricted article was
grown; (2) is issued not more than 15
days prior to shipment of the restricted
article from the country in which
grown; (3) is addressed to the plant
protection service of the United States
(i.e., the Plant Protection and
Quarantine program [PPQ] of the
Animal and Plant Health Inspection
Service [APHIS]); (4) contains a
description of the restricted article
intended to be imported into the United
States; (5) certifies that the article has
been thoroughly inspected, is believed
to be free from injurious plant diseases,
injurious insect pests, and other plant
pests, and is otherwise believed to be
eligible for importation pursuant to the
current phytosanitary laws and
regulations of the United States; and (6)
contains any specific additional
declarations required under the
regulations.
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A phytosanitary certificate documents
the origin of the shipment and ensures
inspection in the country of origin by a
member of that country’s national plant
protection organization, thus helping to
ensure the shipment of commodities
free of plant pests or noxious weeds.
Principles and guidelines for the
preparation and issuance of
phytosanitary certificates have been
established under the International
Plant Protection Convention (IPPC),
which is acknowledged by the World
Trade Organization in the Agreement on
the Application of Sanitary and
Phytosanitary Measures as the
international standard-setting
organization for phytosanitary measures
affecting trade.

Phytosanitary certificates are
recognized as an internationally
accepted form of pest risk mitigation.
Pest risk mitigation at the place of origin
is often viewed as the most viable
means of preventing the introduction of
plant pests. Signatories to the IPPC,
which include the United States and
over 100 other countries, agree that pest
risk mitigation is a responsibility of the
exporting country, and that they are
willing and able to issue phytosanitary
certificates.

Prior to January 2002, APHIS had not
consistently and routinely enforced the
phytosanitary certificate requirement in
§319.37-4 in all instances involving the
importation of restricted articles under
the regulations. Our policy had been not
to reject a shipment based solely on the
lack of a phytosanitary certificate. We
enforced the requirement that a
phytosanitary certificate accompany
shipments of restricted articles in those
situations where our regulations require
that the phytosanitary certificate
include an additional declaration, proof
of treatment, or both. In other cases, our
policy had provided APHIS inspectors
the latitude to allow entry of the
shipment, even though it was not
accompanied by a phytosanitary
certificate.

In light of increased quantities, types,
and sources of nursery stock, plants,
and other propagative plant material
offered for importation into the United
States, coupled with the findings of a
1999 safeguarding report,t we
reevaluated our policy regarding the
enforcement of the phytosanitary
certificate requirement in § 319.37-4(a).

1The safeguarding report, entitled ““Safeguarding
American Plant Resources, A Stakeholder Review of
the APHIS-PPQ Safeguarding System,” was
prepared by the National Plant Board at APHIS’s
request and can be viewed on the Internet at
http://www.aphis.usda.gov/ppg/safeguarding. The
report advocates greater use of offshore mitigating
measures such as phytosanitary certificates.

We decided that it was necessary for us
to enforce the phytosanitary certificate
requirement on a consistent, mandatory
basis with respect to all restricted
articles offered for importation into the
United States in order to effectively
mitigate the risk of those articles
introducing foreign plant pests into the
United States.

On July 23, 2001, we published in the
Federal Register (66 FR 38137-38139,
Docket No. 00-119-1) a policy
statement advising the public of our
decision to begin enforcing, on a
consistent basis, the existing
requirement in 8 319.37-4(a) of the
regulations that a phytosanitary
certificate of inspection accompany
restricted articles, other than certain
greenhouse-grown plants from Canada,
that are offered for importation into the
United States under the regulations. We
notified the public that we intended to
begin routinely enforcing this
requirement effective September 21,
2001.

On August 31, 2001, we published in
the Federal Register (66 FR 45921,
Docket No. 00-119-2) a notice advising
the public of our decision to delay by
120 days the effective date of that policy
statement. This delay, which had been
requested by several parties, moved the
effective date to January 22, 2002, thus
allowing additional time for affected
parties to make preparations to comply
with the requirement.

Although the majority of the entities
who import large shipments of plants
and seeds were not affected by the more
consistent, mandatory enforcement of
the phytosanitary certificate
requirement, some smaller entities have
been adversely affected by the
enforcement of this requirement.
Several horticultural societies,
individual importers, and small entities
specializing in foreign plants have
written to APHIS expressing their
concerns and outlining their difficulties
in complying with the regulations.
Many horticultural societies import
seeds of various genera from several
different seed donors in consolidated
shipments, which are then distributed
among their members. In order to
comply with the phytosanitary
certificate requirement, each separate
packet of seeds from each genus and
from each donor within the
consolidated shipment would be
required to be inspected and certified.
Typically, the certifying country charges
a fee for these services, which varies
from country to country. In many cases,
these importers and exporters have been
unable to obtain the necessary
phytosanitary certificates because the
official plant protection agency of the

exporting country did not offer
inspection services, or phytosanitary
certificates, for small shipments of seed
because the time required to complete
the inspection would have made the
process cost-inefficient. In cases where
inspection services and phytosanitary
certificates were available for small lots
of seed, the costs of the inspection and
the certificate, which vary by country
but can be as much as $100 or more,
were prohibitive and often equal to
several times the value of the
commodity itself.

Permits

Since obtaining a phytosanitary
certificate is not feasible in many cases
for those entities interested in importing
small lots of seed, which would consist
of a maximum of 50 seeds of 1 taxon
and a maximum of 50 seed packets per
shipment, we are proposing to allow the
importation of small lots of seed using
a permit rather than a phytosanitary
certificate. Paragraph (b) of §319.37-3
of the regulations describes the
information that is required on
applications for permits to import
certain restricted articles, which would
include small lots of seed. The
completed permit application must
contain the following information: (1)
Name, address, and telephone number
of the importer; (2) approximate
gquantity and kinds (botanical
designations) of articles intended to be
imported; (3) country or locality where
grown; (4) intended U.S. port of entry;
(5) means of transportation, e.g., mail,
airmail, express, air express, freight,
airfreight, or baggage; and (6) expected
date of arrival. The PPQ program of
APHIS will review the application and
will then decide whether to issue a
permit and the applicable conditions for
importation. Permits would be issued at
the discretion of APHIS only to
residents of the United States, whether
an individual or an organization.

Although some importers
occasionally hand carry various
commodities into the United States in
baggage (‘‘baggage’ is one of the means
of transportation cited in item (5) in the
previous paragraph), this practice is
discouraged by APHIS-PPQ. In the case
of small lots of seed, this practice would
not be an option because of the
additional requirement that the
shipments must be inspected at a PPQ
plant inspection station in accordance
with proposed § 319.37-4(d)(3). Permits
will be denied to anyone indicating that
“baggage” will be the means of
transportation for importing the
commodity.

As with permits for other plant
material that is imported into the United
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States, the permit for the small lots of
seed would be sent to the importer
along with written instructions, a copy
of the import requirements, and a
standard green and yellow shipping
label. The instructions would direct the
importer to have the seed sent to a PPQ
plant inspection station at a port of
entry for quarantine inspection and
clearance. The address of the
appropriate plant inspection station
would appear on the standard green and
yellow permit shipping label. The
importer would be directed to send the
green and yellow shipping label and
copies of the permit and import
requirements to the overseas seed
supplier. The supplier would have to
attach the green and yellow shipping
label, clearly visible and unobstructed
by other shipping labels, to the outside
of the shipping container. The supplier
would have to enclose an invoice and a
copy of the permit in the shipping
container. The supplier would be
responsible for ensuring that the seed
meets the import conditions specified in
the permit.

The seed would be inspected after
arrival at the plant inspection station to
ensure that the shipment meets the
conditions of the permit and import
requirements. If the seed passes
inspection, the shipment would be
forwarded to the importer. If the seed
shipment did not pass inspection, the
importer would be notified and given
the option to treat the shipment, if
possible; to have the shipment
destroyed; or to return the shipment to
the supplier. The importer would be
responsible for shipping costs (which
are discussed under the heading
“Executive Order 12866 and Regulatory
Flexibility Act” later in this document)
to forward the shipment and would be
responsible for the shipping costs of
returning the shipment to the supplier.
However, there would be no cost to the
importer to have the shipment
destroyed. Treatment would be offered
at no cost to the importer unless the
shipments were not treated during
normal duty hours or the treatments
were conducted by private contractors.
Private contractors are sometimes used
for fumigation treatments of shipments
that come into western ports that do not
have fumigation chambers at the ports
themselves.

Permit Requirements

In order to provide a level of
protection equivalent to that provided
by the phytosanitary certificate against
the introduction or dissemination of
plant pests through the importation of
seeds, we are proposing several
additional requirements that would

have to be met in order for shipments
of small lots of seed to qualify for
importation under a permit. These
additional requirements, which we
would include as permit conditions,
would be as follows: (1) Each seed
packet would have to be clearly labeled
with the name of the collector/shipper,
the country of origin, and the scientific
name at least to the genus, and
preferably to the species, level; (2) there
could be a maximum of 50 seeds of 1
taxon (taxonomic category such as
genus, species, cultivar, etc.) per packet;
(3) there could be a maximum of 50 seed
packets per shipment; (4) the seeds
would have to be free from pesticides;
(5) the seed packets would have to be in
gas permeable packages; (6) the
shipment would have to be free from
soil, plant material other than seed,
other foreign matter or debris, seeds in
the fruit or seed pod, and living
organisms such as parasitic plants,
pathogens, insects, snails, or mites; and
(7) at the time of importation, the
shipment would have to be sent to
either the Plant Germplasm Quarantine
Center in Beltsville, MD, or a port of
entry listed in § 319.37-14(b) and
designated by an asterisk. These
additional requirements would be
necessary in order to address the safety
issues that are usually covered by the
phytosanitary certificate.

Upon review of the permit
application, additional specific permit
conditions, besides the ones listed
above, may be required by PPQ in order
to prevent the introduction into the
United States of a plant pest or noxious
weed. As stated previously, the permits
would direct that the packages be sent
to a plant inspection station for
inspection to ensure that the seeds meet
all of the additional conditions.

These proposed provisions for the
importation of small lots of seed
without a phytosanitary certificate
apply only to seeds that are already
enterable under the current regulations.
Permits in lieu of phytosanitary
certificates would only be available for
seeds that:

» Are not of any prohibited genera as
listed in § 319.37-2 of the regulations.
Seeds from genera that are listed in the
regulations as prohibited articles would
not be affected by the proposed
provisions or be allowed entry into the
United States. A list of prohibited
genera will accompany the permit.

» Are not of any noxious weed
species listed in 7 CFR part 360. Seeds
of any Federal noxious weeds species
would continue to be regulated under 7
CFR part 360 and would not be affected
by the proposed provisions. (The list of
noxious weeds can be found in 7 CFR

360.200 or on the Internet at http://
www.aphis.usda.gov/ppg/permits. Click
on the Noxious Weeds link and then
click on the link for the Federal Noxious
Weed List.)

« Do not require an additional
declaration on a phytosanitary
certificate in accordance with §319.37—
5 of the regulations. The regulations in
§319.37-5 require seeds and other
restricted articles of specified genera
from the listed countries to be
accompanied by a phytosanitary
certificate of inspection that contains an
accurate additional declaration that the
article meets certain additional
inspection and certification
requirements. Any seeds that require an
additional declaration on a
phytosanitary certificate in accordance
with these regulations would not be
affected by the proposed provisions.

« Do not require treatment in
accordance with §319.37-6 of the
regulations. Section 319.37—6 of the
regulations lists specific treatments for
seeds of several different genera. Any
seeds that require specific treatment in
accordance with these regulations
would not be affected by the proposed
provisions.

* Are eligible for importation under
the regulations in 7 CFR parts 330 and
361. Part 330 restricts the interstate
movement of plant pests and means of
conveyance and certain other articles to
prevent the dissemination of plant pests
into the United States. Part 361 provides
certain labeling and other requirements
for the importation of agricultural or
vegetable seeds to prevent the
dissemination of noxious weeds into the
United States.

Request for Suggestions

The changes proposed in this
document are necessary to meet the
needs of individuals and small entities
who wish to import small lots of seed.
There has been some concern that large,
commercial entities might use these
provisions as a means to avoid paying
the costs related to phytosanitary
certification by dividing their large
shipments into numerous small lots and
requesting permits for each lot. We
encourage the submission of suggestions
on specific factors we might consider in
our reviews of permit applications in
order to protect against any misuse of
these provisions.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
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by the Office of Management and
Budget.

In this document, we are proposing to
amend the nursery stock regulations to
allow the importation of small lots of
seed under an import permit with
specific conditions, as an alternative to
the phytosanitary certificate
requirement. This proposed change is
necessary because several entities that
import small lots of seed—individual
importers, horticultural societies,
arboreta, and small businesses—have
had difficulty obtaining the necessary
certificates and have been adversely
affected by the phytosanitary certificate
requirement. The proposed change
would make it feasible for those entities
to import small lots of seed and would
ensure prompt and consistent service
for such importers while continuing to
protect against the introduction of plant
pests into the United States and
providing APHIS with necessary
information about the quality, quantity,
and diversity of the imported material.

For this proposed rule, we have
prepared an economic analysis, which
is set out below. The economic analysis
provides a cost-benefit analysis as
required by Executive Order 12866 and
an analysis of the potential economic
effects of this proposed rule on small
entities as required by the Regulatory
Flexibility Act.

Seed production and trade play
important roles in the U.S. economy.
The total market value of seeds
purchased by farmers in 2001 was about
$7.6 billion, and cash receipts from
these crops were valued at about $96
billion for the same year.2 The United
States is a net exporter of seeds. During
the 2001-2002 seed marketing year,
which runs from July through June, the
United States exported 1,963 million
pounds of planting seeds, valued at
approximately $823 million, and
imported 653 million pounds of seeds,
valued at approximately $398 million.

Although U.S. exports of planting
seeds are widely distributed among
several different trading partners, there
are 10 countries that together account
for about 75 percent of the total U.S.
seed exports (table 1). Imports of
planting seed into the United States also
come from several different countries.
The top 10 suppliers together account
for approximately 84 percent of the total
U.S. imports of planting seed (table 1).

TABLE 1.—U.S. EXPORTS AND IM-
PORTS OF PLANTING SEEDS IN
2001-2002

U.S. exports (in million $)

Mexico 249.9
Canada ... 125.6
JAPAN oo 59.1

TABLE 1.—U.S. EXPORTS AND IM-

PORTS OF PLANTING SEEDS IN

2001-2002—Continued
ALY oo 40.6
France ......cccoooiii 36.6
Netherlands ..........ccccceeviiieiciee e, 32.2
SPAIN ..o 24.2
China ..o 16.1
KOrea ....cccoceveiiiii 15.4
Saudi Arabia .......ccccoeeiieiiiiee e 13.8

U.S. imports (in million $)

Chile .eeeeieeeee e, 105.8
MEXICO evvvviiieeeiieiiirieee e 105
Netherlands 36.5
Argentina 21.2
China .......... 17.9
Japan ...... 14
Finland ......ccccooooviiiiiie e 11.1
Australia 8.3
Denmark 7.5
INAIA i 7.1

Source: USDA/Foreign Agricultural Service,
Foreign Agricultural Trade of the United
States, Revised March 2003; USDA/Foreign
Agricultural Service, U.S. Planting Seed Trade
Archives, August 2002.

Many varieties of seed are traded
between the United States and other
countries. The major categories include
grasses, other forages, pulses,
vegetables, field crops, and
miscellaneous varieties of plants
(flowers, trees, and shrubs). Field crops
are the largest category of seed exports
and imports (table 2).

TABLE 2.—TYPES AND VALUES OF SEED TRADED BETWEEN THE UNITED STATES AND TRADING PARTNERS

Export Import
Type of seed (in million $) | (in million $)
1= [0 I ot o] o LSOO OPPON 315 131
VEUETADIE ...ttt bbbt e bt h e b e et b e e s b e e ere et ea 251 104
[T = TS TP P PSP PUPR PRI 103 35
MISCEITANEOUS ...ttt b e et h ettt e bt e bt e s bt e e et e s hb e e bt e sbe e e b et nen e e beesabeenbeesine s 67 60
o1 = (o [OOSR P PR U PR PPPRPPRPRRN 49 21
PUISES et bbb Lo h e h e b et b e s b bt bt et e eb e bt nr e sane s 40 49

Source: USDA/Foreign Agricultural Service, Foreign Agricultural Trade of the United States, Revised March 2003; USDA/Foreign Agricultural
Service, U.S. Planting Seed Trade Archives, August 2002.

The availability of seeds of good
quality contributes to domestic
production of food grains, field crops,
cotton, oil crops, vegetables, herbs,
flowers, trees, and shrubs. There are
close to 900 seed companies in the
United States that engage in certified
seed trade (domestic and international).
In addition, specialized groups such as
horticultural societies, arboreta, and
individual hobbyists collect, grow,
exhibit, preserve, exchange, and donate
specialty seeds and often import small
lots of seed.

2USDA/National Agricultural Statistics Service,
Agricultural Statistics 2002, June 2002.

As an alternative to the proposed
changes, we considered maintaining the
status quo. The current regulations
require imported seeds to be inspected
and to be accompanied by a
phytosanitary certificate. Importers of
large quantities of seed are readily able
to obtain the required phytosanitary
certificates. Because the time and effort
involved in inspection and certification
are not directly proportional to the
volume of seeds, many of the exporting
countries have been reluctant to invest
the necessary resources to provide

phytosanitary certificates and
inspections for small lots of seed. In the
countries that do offer inspection and
certification services for small lots of
seed, the costs of these services has been
prohibitive for the seed importers. As a
result, seed importers have either been
unable to obtain the necessary
phytosanitary certificates for small lots
of seed or have had to pay fees that
greatly exceeded the value of the seeds
themselves. Therefore, maintaining the
status quo would not be an
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economically feasible option for
importers of small lots of seed.

Costs and Benefits

The proposed changes might result in
a slight cost increase for the Federal
Government since import permits and
the port of entry inspection activities are
currently provided without a fee. If the
proposed changes result in increased
importation of small lots of seed, there
could also be a slight increase in the
workload for processing the permits but,
since imports of small lots of seed are
a very small fraction of the total
domestic supply of seeds, no significant
change in supply or price is expected.

The proposed changes are expected to
generate several benefits without
increasing costs for affected private
entities. Plant specialists, gardeners,
arboreta, and horticultural societies
would be able to more widely acquire
new kinds of seeds to expand plant
diversity, such as plant species that are
drought-or disease-resistant or other
unique types of plants. Private
gardeners would benefit from an
increased availability of special seeds.
Also, the entry of imported seeds
through plant inspection stations would
provide APHIS with a more accurate
picture of seed import activity, using
data generated from permit issuance and
the actual importation data from U.S.
ports of entry. Finally, the risk of the
introduction or dissemination of plant
diseases would be reduced, if seeds that
are currently being imported illegally
because of the costs and other
difficulties associated with obtaining a
phytosanitary certificate would be
eligible for legal importation and subject
to inspection under a permit. Compared
to the costs associated with obtaining a
phytosanitary certificate, shipping costs,
which will be discussed in the
following paragraphs, should not be a
burden on importers of small lots of
seed and should not be appreciably
more than shipping costs importers
must already pay in order to import
seeds from overseas suppliers.

Shipping Costs

As discussed earlier, the importer
would be responsible for transportation
costs from the overseas seed supplier to
the PPQ plant inspection station and the
costs of shipping the seed from the plant
inspection station to the importer’s
address. APHIS-PPQ has estimated
shipping costs for importers of small
lots of seed using a worst case scenario
of a shipment of 50 packets of 50 corn
seeds per packet (the maximum
shipment size that would be allowed
under the proposed provisions), which
would weigh less than 2 pounds.

Currently, this shipment would cost
$4.49 for parcel post and $5.75 for
priority mail to ship the seeds from the
inspection station at Beltsville, MD, to
the farthest destination within the
United States. Corn seed was used in
this example because it is considerably
heavier than most ornamental seed,
which is the type expected to be
shipped. Shipping costs for smaller,
lightweight seeds would be much less
than those in the example.

Currently, importers who import
commodities that require inspection,
such as would be the case with small
lots of seed, cover the costs of shipping
the commodity from the plant
inspection station to the importer’s
address, using one of two options: (1)
Provide a shipping container and the
estimated amount of postage necessary
to the overseas supplier who would
then send it along with the shipment to
the plant inspection station, or (2)
provide an account number for the
United States Postal Service or for a
commercial shipping service to be
charged by the inspectors at the plant
inspection station.

In general, the shipping costs incurred
by importers of small lots of seed as a
result of these proposed changes would
be much less than the costs of obtaining
a phytosanitary certificate as required
under the current regulations, which, as
noted previously, vary by country but
can be as much as $100 or more and can
be equal to several times the value of the
commodity itself. These proposed
changes are expected to decrease the
current economic burden on importers
of small lots of seed.

Impact on Small Entities

The Small Business Administration
(SBA) has established size standards
based on the North American Industry
Classification System (NAICS) to
determine and to classify which
economic entities can be considered
small entities. The SBA classifies seed
companies (NAICS 422910) 3 as small if
they employ 100 or fewer workers.
There are close to 900 seed companies
that are involved in certified seed trade
(domestic and international) in the
United States. About 97 percent of these
companies would be considered small
by SBA standards. In addition, groups
such as horticultural societies, arboreta,
and individual hobbyists collect, grow,
exhibit, preserve, exchange, donate, and
import small lots of seeds. The size of
these entities is difficult to determine,
and the exact number of seed importers
is not known. The proposed rule would

3U.S. Census Bureau, 1997 Economic Census,
Wholesale Trade-Subject Series, August 2000.

primarily affect those entities who
import small lots of seed. Based on
information that we have received from
several horticultural societies and from
various individuals and small
businesses that currently import small
lots of seed, we expect approximately
2,000 import permit applications over
the first 5 years, so approximately 400
import permit applications are expected
per year.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action would not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DC
20503. Please state that your comments
refer to Docket No. 02—-119-1. Please
send a copy of your comments to: (1)
Docket No. 02-119-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238,
and (2) Clearance Officer, OCIO, USDA,
room 404-W, 14th Street and
Independence Avenue SW.,
Washington, DC 20250. A comment to
OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication of this proposed rule.

The changes proposed in this
document would allow the importation
of small lots of seed under an import
permit with specific conditions, as an
alternative to requiring a phytosanitary
certificate. Implementation of this
proposed rule would require us to
engage in certain information collection
activities, in that entities wishing to
import small lots of seed would be
required to apply for a permit and to
provide certain information. We are
soliciting comments from the public (as
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well as affected agencies) concerning
our proposed information collection and
recordkeeping requirements. These
comments will help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology; e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average 0.16 hours per
response.

Respondents: Importers, horticultural
societies, arboreta, and small
businesses.

Estimated annual number of
respondents: 400.

Estimated annual number of
responses per respondent: 1.

Estimated annual number of
responses: 400.

Estimated total annual burden on
respondents: 64 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Mrs. Celeste
Sickles, APHIS’ Information Collection
Coordinator, at (301) 734-7477.

Government Paperwork Elimination
Act Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the Government
Paperwork Elimination Act (GPEA),
which requires Government agencies in
general to provide the public the option
of submitting information or transacting
business electronically to the maximum
extent possible. For information
pertinent to GPEA compliance related to
this proposed rule, please contact Mrs.
Celeste Sickles, APHIS’ Information
Collection Coordinator, at (301) 734—
7477.

List of Subjects in 7 CFR Part 319

Bees, Coffee, Cotton, Fruits, Honey,
Imports, Logs, Nursery stock, Plant

diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Rice, Vegetables.

Accordingly, 7 CFR part 319 would be
amended as follows:

PART 319—FOREIGN QUARANTINE
NOTICES

1. The authority citation for part 319
would continue to read as follows:

Authority: 7 U.S.C. 450 and 7701-7772; 21
U.S.C. 136 and 136a; 7 CFR 2.22, 2.80, and
371.3.

2. Section 319.37-3 would be
amended as follows:

a. In paragraph (a)(15), by removing
the word “and”’ at the end of the
paragraph.

b. In paragraph (a)(16), by removing
the period at the end of the paragraph
and adding a semicolon in its place.

c. In paragraph (a)(17), by removing
the period at the end of the paragraph
and adding the word *‘; and” in its
place.

d. By adding a new paragraph (a)(18)
to read as set forth below.

§319.37-3 Permits.

(a) * * x

(18) Small lots of seed imported in
accordance with § 319.37—4(d) of this
subpart.

* * * * *

3. Section 319.37—4 would be
amended as follows:

a. In paragraph (a), by removing the
word “Any’’ and adding the words
“Except for small lots of seed imported
in accordance with paragraph (d) of this
section, any” in its place.

b. By adding a new paragraph (d) to
read as set forth below.

§319.37-4 Inspection, treatment, and
phytosanitary certificates of inspection.
* * * * *

(d) Small lots of seed. Lots of seed
may be imported without a
phytosanitary certificate required by
paragraph (a) of this section under the
following conditions:

(1) The importation of the seed is
authorized by a written permit issued in
accordance with §319.37-3.

(2) The seed is not of any prohibited
genera listed in §319.37-2; is not of any
noxious weed species listed in part 360
of this chapter; does not require an
additional declaration on a
phytosanitary certificate in accordance
with §319.37-5; does not require
treatment in accordance with § 319.37—
6; and is eligible for importation under
the regulations listed in parts 330 and
361 of this chapter.

(3) The seed meets the following
packaging and shipping requirements:

(i) Each seed packet is clearly labeled
with the name of the collector/shipper,
the country of origin, and the scientific
name at least to the genus, and
preferably to the species, level;

(ii) There are a maximum of 50 seeds
of 1 taxon (taxonomic category such as
genus, species, cultivar, etc.) per packet;

(iii) There are a maximum of 50 seed
packets per shipment;

(iv) The seeds are free from pesticides;

(V) The seed packets are in gas
permeable packages;

(vi) The shipment is free from soil,
plant material other than seed, other
foreign matter or debris, seeds in the
fruit or seed pod, and living organisms
such as parasitic plants, pathogens,
insects, snails, mites; and

(vii) At the time of importation, the
shipment is sent to either the Plant
Germplasm Quarantine Center in
Beltsville, MD, or a port of entry listed
in §319.37-14(b) and designated by an
asterisk.

Done in Washington, DC, this 23rd day of
April, 2004.

Bill Hawks,

Under Secretary for Marketing and Regulatory
Programs.

[FR Doc. 04-9716 Filed 4—28-04; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2004—-NM-48-AD]
RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model EMB-120 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Empresa Brasileira de
Aeronautica S.A. (EMBRAER) Model
EMB-120 series airplanes. This
proposal would require installing a
lightning bonding jumper from the
lower rotating beacon to the airframe.
This action is necessary to prevent
possible multiple avionics failures
caused by a lightning strike, which
could reduce the ability of the
flightcrew to control the airplane. This
action is intended to address the
identified unsafe condition.
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DATES: Comments must be received by
June 1, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2004—NM-
48—-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2004—-NM—-48—-AD" in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Empresa Brasileira de Aeronautica S.A.
(EMBRAER), P.O. Box 343—CEP 12.225,
Sao Jose dos Campos—SP, Brazil. This
information may be examined at the
FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington.

FOR FURTHER INFORMATION CONTACT:
Todd Thompson, Aerospace Engineer;
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-1175;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

* Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

« For each issue, state what specific
change to the proposed AD is being
requested.

 Include justification (e.g., reasons or

data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2004-NM-48-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2004-NM-48-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—-4056.

Discussion

The Departmento de Aviacao Civil
(DAC), which is the airworthiness
authority for Brazil, notified the FAA
that an unsafe condition may exist on
certain EMBRAER Model EMB-120
series airplanes. The DAC advises that
an operator reported damage to several
components of the electrical system due
to a lightning strike on the fuselage.
Investigation revealed the root cause to
be insufficient lightning bonding at the
lower rotating beacon. This condition, if
not corrected, could result in multiple
avionics failures due to a lightning
strike and reduce the ability of the
flightcrew to control the airplane.

Explanation of Relevant Service
Information

EMBRAER has issued Service Bulletin
120-33-0037, dated November 5, 2003,
which describes procedures for
installing a lightning bonding jumper
from the lower rotating beacon to the
airframe. The DAC classified this
service bulletin as mandatory and
issued Brazilian airworthiness directive
2004-01-06, dated February 5, 2004, to
ensure the continued airworthiness of
these airplanes in Brazil.

FAA'’s Conclusions

This airplane model is manufactured
in Brazil and is type certificated for
operation in the United States under the
provisions of section 21.29 of the

Federal Aviation Regulations (14 CFR
21.29) and the applicable bilateral
airworthiness agreement. Pursuant to
this bilateral airworthiness agreement,
the DAC has kept the FAA informed of
the situation described above. The FAA
has examined the findings of the DAC,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletin described
previously, except as discussed below.

Difference Between Proposed Rule and
Foreign AD

The DAC states that Brazilian
airworthiness directive 2004—01-06,
dated February 5, 2004, is applicable to
“all EMB-120 aircraft models in
operation.” However, this does not
agree with EMBRAER Service Bulletin
120-33-0037, dated November 5, 2003,
which states that only certain EMB-120
airplanes are affected and identifies
them by serial number. This proposed
AD would be applicable only to the
airplanes listed in the service bulletin,
which is acceptable to the DAC.

Cost Impact

The FAA estimates that 217 airplanes
of U.S. registry would be affected by this
proposed AD, that it would take
approximately 3 work hours per
airplane to accomplish the proposed
actions, and that the average labor rate
is $65 per work hour. Required parts
would cost approximately $134 per
airplane. Based on these figures, the cost
impact of the proposed AD on U.S.
operators is estimated to be $71,393, or
$329 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.
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Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Empresa Brasileira De Aeronautica S.A.
(Embraer): Docket 2004—NM—48-AD.

Applicability: Model EMB-120 series
airplanes, serial numbers 120004, and
120006 through 120359 inclusive;
certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent possible multiple avionics
failures caused by a lightning strike, which
could reduce the ability of the flightcrew to
control the airplane, accomplish the
following:

Installation

(a) Within 4,000 flight hours or 30 months
after the effective date of this AD, whichever

comes first, install a lightning bonding
jumper from the lower rotating beacon to the
airframe in accordance with the
Accomplishment Instructions of EMBRAER
Service Bulletin 120-33-0037, dated
November 5, 2003.

Alternative Methods of Compliance

(b) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116,
FAA, Transport Airplane Directorate, is
authorized to approve alternative methods of
compliance for this AD.

Note 1: The subject of this AD is addressed
in Brazilian airworthiness directive 2004-01—
06, dated February 5, 2004.

Issued in Renton, Washington, on April 19,
2004.
Ali Bahrami,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-9765 Filed 4-28-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2002-NM-325—-AD]

RIN 2120-AA64

Airworthiness Directives; Gulfstream

Aerospace LP Model Galaxy and Model
Gulfstream 200 Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Gulfstream Aerospace LP Model
Galaxy and Model Gulfstream 200
airplanes. This proposal would require
a one-time detailed inspection of the
wing flap actuators for proper bonding
of the flap actuator fairings to the lower
skin of the wings, and related corrective
or preventative actions. These actions
are necessary to prevent possible
damage to adjacent structural elements
(such as the horizontal stabilizer)
caused by separation of the flap actuator
fairings from the wing lower skin,
which could result in reduced
controllability of the airplane. These
actions are intended to address the
identified unsafe condition.

DATES: Comments must be received by
June 1, 2004.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2002—-NM-—

325-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9—anm-—
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2002-NM-325-AD"" in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Gulfstream Aerospace Corporation, P.O.
Box 2206, Mail Station D25, Savannah,
Georgia 31402. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT: Dan
Rodina, Aerospace Engineer;
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2125;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

¢ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

¢ For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
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interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 2002-NM-325-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2002-NM-325-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

The Civil Aviation Administration of
Israel (CAAI), which is the
airworthiness authority for Israel,
notified the FAA that an unsafe
condition may exist on certain
Gulfstream Aerospace LP Model Galaxy
and Model Gulfstream 200 airplanes.
The CAAI advises that several cases of
adhesive separation of the flap actuator
fairings from the lower skin of the wings
have been reported. This condition, if
not corrected, could result in possible
damage to adjacent structural elements
(such as the horizontal stabilizer),
which could result in reduced
controllability of the airplane.

Explanation of Relevant Service
Information

Gulfstream Aerospace LP has issued
Alert Service Bulletin 200-57A-161,
Revision 1, dated November 7, 2002,
which describes procedures for a one-
time detailed inspection of the wing flap
actuators for proper bonding of the flap
actuator fairings to the lower skin of the
wings. Related corrective or
preventative actions, as applicable,
include initial reinforcement of the
adhesive of the actuator fairings; and
removal and reattachment of the fairings
to the lower skin of the wings.
Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition. The CAAI
classified this service bulletin as
mandatory and issued Israeli
airworthiness directive 57-02-10-15,
dated October 31, 2002, to ensure the
continued airworthiness of these
airplanes in Israel.

FAA’s Conclusions

These airplane models are
manufactured in Israel and are type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the CAAI has
kept the FAA informed of the situation
described above. The FAA has
examined the findings of the CAAlI,
reviewed all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would require
accomplishment of the actions specified
in the service bulletin described
previously, except as discussed below.

Difference Between Proposed Rule and
Referenced Service Bulletin

Operators should note that, although
the referenced service bulletin describes
procedures for reporting compliance
with the service bulletin to the
manufacturer, this proposed AD would
not require that action. The FAA does
not need this information from
operators.

Cost Impact

The FAA estimates that 60 airplanes
of U.S. registry would be affected by this
proposed AD, that it would take
approximately 13 work hours per
airplane to accomplish the proposed
actions, and that the average labor rate
is $65 per work hour. Required parts
would be supplied free of charge by the
manufacturer. Based on these figures,
the cost impact of the proposed AD on
U.S. operators is estimated to be
$50,700, or $845 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,

planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a ““significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Gulfstream Aerospace LP  (Formerly Israel
Aircraft Industries, Ltd.): Docket 2002—
NM-325-AD.

Applicability: Model Galaxy and Model
Gulfstream 200 airplanes, serial numbers 004
through 074 inclusive; certificated in any
category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent possible separation of the flap
actuator fairings from the wing lower skin
from causing damage to adjacent structural
elements (such as the horizontal stabilizer),
which could result in reduced controllability
of the airplane, accomplish the following:
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Inspection

(a) Within 30 flight hours or 5 flight cycles
after the effective date of this AD, whichever
occurs earlier, perform a one-time detailed
inspection of the wing flap actuators for
proper bonding of the flap actuator fairings
to the lower skin of the wings; in accordance
with Part A of the Accomplishment
Instructions of Gulfstream Aerospace LP
Alert Service Bulletin 200-57A-161,
Revision 1, dated November 7, 2002.

Note 1: For the purposes of this AD, a
detailed inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation, or
assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc., may be used. Surface
cleaning and elaborate access procedures
may be required.”

Reinforcement of Actuator Fairing Adhesive

(b) If the inspection required by paragraph
(a) of this AD reveals either no separation or
separation of the flap actuator fairings from
the lower skin of the wings that is within the
limits specified in Gulfstream Aerospace LP
Alert Service Bulletin 200-57A-161,
Revision 1, dated November 7, 2002, do
paragraphs (b)(1) and (b)(2) of this AD.

(1) Prior to further flight, apply sealant
around the edges of the fairings, in
accordance with Part A of the
Accomplishment Instructions of the service
bulletin.

(2) Within 300 flight hours after performing
paragraph (b)(1) of this AD, remove and
reattach the flap actuator fairings in
accordance with Part B of the
Accomplishment Instructions of the service
bulletin.

Removal and Reattachment of Actuator
Fairings

(c) If the inspection required by paragraph
(a) of this AD reveals separation of the flap
actuator fairings from the lower skin of the
wings that is outside the limits specified in
Gulfstream Aerospace LP Alert Service
Bulletin 200-57A161, Revision 1, dated
November 7, 2002: Prior to further flight,
remove and reattach the flap actuator fairings
in accordance with Part B of the
Accomplishment Instructions of the service
bulletin.

Actions Accomplished Per Previous Issue of
Service Bulletin

(d) Actions accomplished before the
effective date of this AD per Gulfstream
Aerospace LP Alert Service Bulletin 200-
57A-161, dated November 5, 2002, are
considered acceptable for compliance with
the corresponding actions specified in this
AD.

Reporting Requirements

(e) Although the service bulletin referenced
in this AD specifies to submit certain
information to the manufacturer, this AD
does not include such a requirement.

Alternative Methods of Compliance

(f) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116,
FAA, is authorized to approve alternative
methods of compliance for this AD.

Note 2: The subject of this AD is addressed
in Israeli airworthiness directive AD 57-02—
10-15, dated October 31, 2002.

Issued in Renton, Washington, on April 21,

2004.
Kalene C. Yanamura,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-9764 Filed 4—-28-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 59

[Docket No. 2002N-0085]

RIN 0910-AB96

Requirements Pertaining to Sampling
Services and Private Laboratories

Used in Connection With Imported
Food

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing new
regulations for persons who use
sampling services (services that collect
samples for another party) and private
laboratories used in connection with
imported food. The proposal would
require samples to be properly
identified, collected, and maintained.
Additionally, the proposal would
require laboratories to use validated or
recognized analytical methods, and to
submit analytical results directly to
FDA. The proposal is intended to help
assure the integrity and scientific
validity of data and results submitted to
FDA.

DATES: Submit written or electronic
comments by July 28, 2004. Submit
written or electronic comments on the
information collection provisions by
June 1, 2004. See section VIII of this
document for the proposed effective
date of any final rule that may publish
based on this proposal.
ADDRESSES: You may submit comments,
identified by Docket No. 2002N—-0085,
by any of the following methods:
 Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting
comments.

* Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for
submitting comments on the agency
Web site.

« E-mail: fdadockets@oc.fda.gov.
Include Docket No. 2002N—-0085
and RIN number 0910-AB96 in the
subject line of your e-mail message.

« FAX: 301-827-6870.

« Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM
submissions]: Division of Dockets
Management, 5630 Fishers Lane,
rm. 1061, Rockville, MD 20852.

Instructions: All submissions received
must include the agency name and
Docket No. or Regulatory Information
Number (RIN) for this rulemaking. All
comments received will be posted
without change to http://www.fda.gov/
dockets/ecomments, including any
personal information provided. For
detailed instructions on submitting
comments and additional information
on the rulemaking process, see the
“Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.
Docket: For access to the docket to read
background documents or comments
received, go to http://www.fda.gov/
dockets/ecomments and/or the Division
of Dockets Management, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
The Office of Management and Budget
(OMB) is still experiencing significant
delays in the regular mail, including
first class and express mail, and
messenger deliveries are not being
accepted. To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: Fumie Yokota, Desk Officer
for FDA, FAX: 202-395-6974.
FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy and
Planning (HF-23), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-3380.

SUPPLEMENTARY INFORMATION:
l. Introduction

Persons who import food products
into the United States often use private
laboratories to test their food imports
and submit the results of such tests to
FDA. For example, FDA may refuse
admission of an imported food into the
United States if the food appears to be
adulterated or misbranded in violation
of the Federal Food, Drug, and Cosmetic
Act (the act). Pending a decision to
refuse admission, the owner or
consignee of the imported article may
wish to present evidence to show that
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the product does not violate the act or
may wish to apply for authorization to
recondition the imported food to bring

it into compliance with the act. The
owner or consignee may hire a sampling
service to collect statistically
representative samples for testing and
hire a private laboratory to test the food.
The private laboratory can then run tests
designed to show whether the imported
food complies with the act. The private
laboratory would report the test results
either to the owner or consignee or to
FDA directly. FDA, in turn, would
evaluate the analytical data to determine
whether the imported food complies
with the act and can be released into the
United States.

Thus, private laboratories can play an
important role in demonstrating that
imported food products comply with
laws and regulations administered by
FDA. In doing so, the private
laboratories help ensure that imported
food products reaching consumers meet
FDA requirements and help prevent
noncompliant or violative products
from entering the market. Additionally,
when firms use private laboratories that
produce reliable test results, FDA'’s
laboratory resources can be devoted to
other regulatory matters.

FDA estimates that importers have
used over 100 separate private
laboratories to generate analytical data
for submission to FDA. These
submissions go to FDA offices
throughout the United States, and
guestions have arisen regarding the
coordination of FDA and private
laboratory services. In 1996, FDA held
several ‘‘grassroots’ meetings in
Brooklyn, NY, Orlando, FL, Houston,
TX, and Oakland, CA, to discuss how
FDA might improve its policies and
procedures relating to the use of private
laboratories and establish a uniform,
systematic, and effective approach to
assure that private laboratories
conducting tests on FDA-regulated
products submit scientifically sound
data (see Food and Drug
Administration, “‘Private Laboratory
Grassroots Meetings 1996 (available on
the Internet at http://www.fda.gov, in
the “ORA” section, *‘Scientific
References’ directory)). The grassroots
meetings resulted in an action plan
which suggested, among other things,
that FDA:

1. Establish consistent, and objective
national standards for the format and
content of analytical data that private
laboratories submit to FDA,;

2. Require independent sampling so
that FDA may be assured that samples
collected and tested by private
laboratories are truly representative of a
lot or shipment and are collected

properly to ensure the integrity of any
samples that were collected for testing;
and

3. Require private laboratories to
report analytical results directly to FDA
to assure that the results are reported
fairly. Even though some participants
supported reporting results to FDA
directly, other participants stated that
sampling results should be sent to the
private laboratory’s “‘client” first or that
direct reporting to FDA would not
provide any assurance regarding the
private laboratory’s competency.

The agency also indicated that it
would consider how laboratory
accreditation might affect its
relationship with private laboratories.
Participants at several meetings
supported an accreditation concept, but
did not agree on the accreditation body.
Some participants suggested that FDA
or other entities should establish an
accreditation process that complies with
the International Organization for
Standardization (ISO)/International
Electrochemical Commissioner (IEC)
Guide 58 (*“Calibration and Testing
Laboratory Accreditation Systems—
General Requirements for Operation and
Recognition”) procedures. Others
suggested laboratories be accredited
using ISO/IEC Guide 25 (‘“‘General
Requirements for the Competence of
Calibration and Testing Laboratories’),
which has since been replaced by ISO/
IEC 17025, ““‘General Requirements for
the Competence of Testing and
Calibration Laboratories”. FDA is aware
of other ISO/IEC guides, such as ISO/
IEC Guide 61 (““General Requirements
for the Assessment and Accreditation of
Certification/Registration Bodies”) that
might be used. Other participants
mentioned using the National
Environmental Laboratory Accreditation
Conference, using validation programs
from the Association of Official
Analytical Chemists (AOAC), or having
FDA set up a separate accrediting
system.

Additionally, in 1998, the Senate
Governmental Affairs Committee’s
Permanent Investigations Subcommittee
held hearings on the safety of food
imports. The committee heard
testimony about various methods used
to avoid food safety inspections and to
introduce adulterated food into the
United States. These methods included
substituting clean food samples for the
adulterated food import and testing
multiple food samples until a sample
meets FDA'’s approval (see “The Safety
of Food Imports: Fraud & Deception in
the Food Import Process; Hearings
Before the Senate Committee on
Governmental Affairs, Permanent
Subcommittee on Investigations,”

September 10, 1998 (statement of
“Former Customs Broker’’); see also
“The Safety of Food Imports; Hearings
Before the Senate Committee on
Governmental Affairs, Permanent
Subcommittee on Investigations,” May
14, 1998 (statement of Reggie Jang)).

On July 3, 1999, then-President
Clinton issued a memorandum on the
safety of imported foods. The
memorandum identified food safety as a
high priority and directed the Secretary
of Health and Human Services and the
Secretary of the Treasury, among other
things, to take all actions available to
‘‘set standards for private laboratories
for the collection and analysis of
samples of imported food for the
purpose of gaining entry into the United
States.” Subsequently, FDA and the U.S.
Customs Service (Customs Service) held
two public meetings on imported food
safety. These meetings, during which
interested persons could comment on
the issues identified by FDA, including
the private laboratories initiative, were
held on February 10, 2000, in Los
Angeles, CA, and on February 17, 2000,
in Washington, DC. FDA addresses
comments from those meetings later in
this document.

More recently, President Bush
strongly supported efforts at FDA and
other health agencies to respond to and
treat potential bioterrorism attacks. The
administration identified improving
food safety, particularly in relation to
imported food, as a key goal.

In March 2003, the administration
launched Operation Liberty Shield, a
comprehensive national plan designed
to increase protections for American
citizens and infrastructure while
maintaining the free flow of goods and
people across the nation’s border with
minimal disruption to the economy and
American way of life. One component of
Operation Liberty Shield involves
increased food security, including
enhanced inspection of imported food.
This proposed rule complements efforts
to enhance inspection of imported food
by helping assure the integrity and
scientific validity of data and results
submitted to FDA concerning imported
food. Furthermore, Homeland Security
Presidential Directive HSPD-9 directs
Federal agencies to “develop
nationwide laboratory networks for
food, veterinary, plant health, and water
quality that integrate existing Federal
and State laboratory resources, are
interconnected, and utilize standardized
diagnostic protocols and procedures.”
In developing the final rule, FDA will
coordinate with other Federal agencies
to ensure that the protocols and
procedures required for private
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laboratories fit appropriately within this
framework.

This proposed rule would codify the
requirements for sampling services and
private laboratories used in connection
with imported food. By doing so, the
proposed rule would help deter the
importation of unsafe food.

I1. Description of the Proposed Rule

The proposal would add in title 21
CFR a new part 59 entitled
“Requirements Pertaining to Sampling
Services and Private Laboratories Used
in Connection With Imported Food.”
The proposal would create four
subparts. Subpart A of proposed part 59
would contain general information,
such as scope and definitions. Subpart
B of proposed part 59 would describe
the obligations of persons who use
private laboratories to submit data to
FDA. Subpart C of proposed part 59
would establish requirements for
sampling services. Subpart D of
proposed part 59 would establish
requirements for private laboratories.

A. Proposed Subpart A—General
Information

1. Who Is Subject to This Part?
(Proposed §59.1)

Proposed subpart A of part 59 would
consist of two provisions. Proposed
§59.1 would describe the rule’s scope
and state that proposed part 59 applies
if you:

« Use a sampling service to collect
samples of an imported food in
connection with an FDA enforcement
action; or

« Use a private laboratory to collect,
analyze, or test samples of an imported
food in connection with an FDA
enforcement action.

The proposal would explain that FDA
enforcement actions would include, but
not be limited to, product seizure,
refusal of imports, or the issuance of an
injunction.

You would also be subject to part 59
if you are a sampling service or a private
laboratory and you have been hired or
retained to collect, test, and/or analyze
an imported food in connection with an
FDA enforcement action. For example,
if you are a private laboratory, and an
importer wants you to test an imported
food and to use your test results to ask
FDA to allow the imported food into the
United States, you would be subject to
part 59. In contrast, if an importer wants
you to test an imported food to
determine whether a food meets other
Federal requirements (i.e., requirements
not administered by FDA or standards
that are not involved in an FDA
enforcement action), part 59 would not

apply to you because no FDA
enforcement action is involved.

You should also note that, if you are
a private laboratory that collects its own
samples in connection with an FDA
enforcement action, you would be
subject to the requirements for sampling
services, in addition to the requirements
for private laboratory analysis.

2. What Definitions Apply? (Proposed
§59.3)

Proposed § 59.3 would define three
terms.

Proposed § 59.3(a) would define FDA
as the U.S. Food and Drug
Administration.

Proposed § 59.3(b) would define
“private laboratory” as an independent
person who analyzes or tests samples of
imported food. Please note that section
201(e) of the act (21 U.S.C. 321), in turn,
defines “person” as including
individuals, partnerships, corporations,
and associations.

Proposed §59.3(c) would define a
“*sampling service” as an independent
person who collects samples of an
imported food. The definition would
explain that sample collection may
include collecting samples from lots of
imported food in conformance with
FDA-recommended sampling
procedures and schedules (see, e.g.,
Food and Drug Administration,
Investigations Operations Manual, ch.
4—Sampling (January 1999)).

As stated earlier, you should note that
a private laboratory may also be a
“sampling service” if the private
laboratory collects its own samples for
testing or analysis in connection with an
FDA enforcement action. In other
words, a private laboratory that acts as
a sampling service would be subject to
the requirements for sampling services
in addition to the requirements for
private laboratories.

B. Proposed Subpart B—Requirements
for Persons Using Private Laboratories
and Sampling Services in Connection

With Imported Food

Proposed subpart B of part 59 would
describe the requirements for persons
who use private laboratories and
sampling services in connection with
imported food.

1. What Requirements Apply if You Use
Sampling Services? (Proposed §59.101)

Under proposed §59.101, if you
intend to use a sampling service to
collect samples of an imported food in
connection with an FDA enforcement
action, you must:

* Notify the FDA district office that is
reviewing the entry of the imported food
of your intent to use a sampling service.

Your notification must include the
name and address for each sampling
service you intend to use, each sampling
service’s qualifications and knowledge
of sampling procedures, a primary
contact (name and phone number) for
each sampling service, the address
where the sampling records will be
maintained, and the reason(s) why the
food is being sampled;

* Give to each sampling service the
Customs Service entry number, FDA
entry line number (if applicable or
available), the location of the lot that
will be sampled, sufficient information
to identify the lot to be sampled, and the
name and address of the private
laboratory that will test the sample;

* Not influence or interfere with the
manner and process in which samples
are collected. For example, you should
not prevent the sampling service from
collecting the samples itself, dictate
how samples are collected, or restrict
the sampling service’s ability to obtain
a representative sample from the
imported food; and

* Maintain control of the lot from
which the sample was taken until FDA
notifies you that you can release the lot
or take other action on the lot.

2. What Requirements Apply if You Use
Private Laboratories? (Proposed
§59.103)

Under proposed §59.103, if you use a
private laboratory to test or analyze
samples of an imported food in
connection with an FDA enforcement
action, you must:

« Notify the FDA district office that is
reviewing the entry of the imported food
of your intent to use a private laboratory
and to have the private laboratory
submit the results and supporting data
to FDA. Your notification must include
the private laboratory’s name and
address, its qualifications, a primary
contact (name and phone number), the
address where the test will be
conducted (if different from the private
laboratory’s address), and the reason(s)
why the product is being tested or
analyzed;

« If the private laboratory will obtain
the sample for testing, give to the
private laboratory the Customs Service
entry number and FDA entry line
number (if applicable or available);

* Not influence or interfere with the
manner and process in which samples
are tested and/or analyzed. For example,
you should not tell the private
laboratory how it should test the
samples or which piece of equipment to
use;

« Maintain control of the lot from
which the sample was taken until FDA
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notifies you that you can release the lot
or take other action on the lot; and

« If more than one private laboratory
is or will be conducting tests, notify all
private laboratories involved and FDA.
The notice must state how many private
laboratories are conducting or will
conduct tests or analyses and describe
those tests or analyses.

Proposed §859.101 and 59.103 are
intended to notify FDA about any
sampling service or private laboratory
that will be used in connection with an
imported food and to enable those
parties to perform their tasks effectively
and independently. They are also
intended to deter manipulation,
alteration, or substitution of the samples
that a private laboratory will test or
selective reporting of a private
laboratory’s results. A 1998 Senate
hearing on the safety of food imports
noted these types of abuse when a
former customs broker testified that
some unscrupulous importers attempt to
deceive FDA by selecting samples that
may not be from the correct shipment or
by submitting multiple samples to a
private laboratory for testing until they
obtain a sample that will comply with
the act and reporting only the successful
test (see “The Safety of Food Imports:
Fraud & Deception in the Food Import
Process; Hearings Before the Senate
Committee on Governmental Affairs,
Permanent Subcommittee on
Investigations,” September 10, 1998
(statement of “Former Customs
Broker’)).

FDA considered whether to require all
importers who analyze their products to
use independent sampling services.
Such a requirement could help ensure
that samples are not manipulated,
altered, or substituted during the
sampling process, but could be unfair to
those importers who sample their own
imported food in a legitimate manner.
FDA, therefore, invites comment on
whether this rule should require the use
of independent sampling services.

3. What Requirements Apply if You
Collect Your Own Samples? (Proposed
§59.105)

Proposed §59.105 would apply if you
collect samples of your own imported
food and intend to have them tested or
analyzed in connection with an FDA
enforcement action. In brief, the
proposal would require you to adhere to
the same requirements that a sampling
service must observe. The requirements
for sampling services, which are
described in more detail in the
following discussion of proposed
§59.201, are intended to ensure that
samples are correctly identified,
collected, and maintained. These

requirements also should help deter
unscrupulous food importers from
attempting to manipulate samples or to
substitute foods that are known to be in
compliance with the act for a possibly
adulterated or misbranded imported
food.

C. Proposed Subpart C—Requirements
for Sampling Services

What Are the Requirements for
Collecting, ldentifying, and Maintaining
Samples? (Proposed §59.201)

Proposed subpart C of part 59 would
describe the requirements for sampling
services. In brief, if you are a sampling
service who is subject to the rule,
proposed §59.201(a) would require you
to perform the following operations
independently:

« Verify the location, identity, and
size of the lot to be sampled;

* Collect samples following
established procedures that ensure the
sample’s integrity, accuracy, and
representational nature;

 Ensure the integrity of the sample
after the sample is collected. You can do
this by including proper identification
to avoid mixups between samples,
avoiding contamination of the sample
and the lot to be sampled, maintaining
sterility or appropriate temperatures, or
taking other measures to protect the
sample’s integrity;

« Identify all containers from which
samples are collected. You can do this
by placing the FDA entry line number
or Customs Service entry number on the
sample container that is to be shipped
to the private laboratory and also by
identifying the container from which
the sample was collected;

» Complete a sample collection report
for each sample collected. The proposal
would require that the sample collection
report, at a minimum, document sample
collection methods and sample
preparation techniques; and

 Prepare and ship the sample, using
precautions where necessary to prevent
contamination, to maintain the sample’s
integrity, or to maintain sterility or
appropriate temperatures, and ship the
original sample collection report
directly to the private laboratory.

These provisions are intended to
ensure that you properly collect,
identify, and maintain samples from the
time you collect the sample until the
time you deliver the sample to a private
laboratory. Additionally, by using the
word “independently,” the proposed
rule would have you perform these
sampling operations without
interference from or assistance by the
person who retained your services. If
you are collecting samples and are

employed by the person who owns or
imported the food (as allowed by
proposed §59.105), the word
“independently” indicates that you
should perform the sampling operations
free from coercion or undue interference
from your employer. For example, you
should determine how samples are to be
collected, the methods to be employed,
and the quantity to be collected; your
employer should not dictate how you
will collect samples or provide the
samples to you.

If you are a sampling service who is
subject to the rule, proposed §59.201(b)
would require you to retain records
documenting your compliance with
proposed §59.201(a). These records
would include documents showing how
you identified, collected, and
maintained the sample. You may choose
either to follow an FDA procedure for
sampling, for example, those published
in FDA’s investigations operations
manual, or any other applicable
procedure that ensures the integrity,
accuracy, and representational nature of
the sample. If you collect samples under
an established, non-FDA procedure, the
proposal would require you to retain
records concerning that procedure. You
could do this either by retaining the
procedure itself or records referring to
the specific procedure if the procedure
is publicly available. If you collect
samples under an FDA sampling
procedure, you can omit the FDA
sampling procedure from your records,
but you should keep notes to show
which FDA sampling procedure you
used. The proposal would require you
to retain these records for 3 years after
you have sent the sample collection
report to the private laboratory and to
make the records available to FDA,
upon request, for inspection and

copying.

D. Proposed Subpart D—Requirements
for Private Laboratories

Proposed subpart D of part 59 would
pertain to private laboratories and
would consist of two provisions.

In drafting this proposed rule, FDA
carefully considered whether to require
private laboratories subject to proposed
part 59 to be accredited. Accreditation
would show that the private laboratory
is competent to perform specific tasks,
but would not, by itself, guarantee that
a private laboratory’s test or analytical
results are correct or that it performed
the tests or analyses correctly.
Nevertheless, accreditation could
increase confidence in the private
laboratory’s results.

The agency also considered whether
the accreditation would have to operate
in conformance with ISO/IEC 17025 or
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with any other specific standard. Both
FDA and the Customs Service heard
comments at the public meetings that
supported requiring accreditation of
private laboratories, but some comments
wanted less FDA oversight or fewer
FDA inspections in exchange for
accreditation. FDA also examined
accreditation costs and the time
required to go through an accreditation
process.

Given these considerations, FDA
decided to omit a laboratory
accreditation requirement from the
proposed rule. While the agency
strongly encourages laboratories to
become accredited, questions about the
accreditation standard to be used, how
FDA would ensure that the accrediting
body is a recognized or competent
accrediting body, and other issues
suggest that it would be premature for
FDA to propose requiring private
laboratories to be accredited. The
agency invites comment on this subject.

1. What Requirements Pertain to
Analyzing Samples, Preparing
Analytical Reports, and Maintaining
Records? (Proposed §59.301)

If you are a private laboratory subject
to the rule, proposed §59.301 would
require you to observe certain
requirements when handling or testing
samples, preparing analytical reports, or
maintaining records. In brief, proposed
§59.301(a) would require you to:

« Verify that the sample received
corresponds to the sample described on
the sample collection report. You can do
this by identifying the sample by the
Customs Service entry number and FDA
entry line number (if applicable or
available) or other appropriate
identifying information in the sample
collection report, and by documenting
the conditions under which the sample
was received (e.g., measures taken to
prevent contamination, to maintain the
integrity of the sample, or to maintain
sterility or appropriate temperatures);

« Confirm the reasons for analyzing
the sample;

« Use appropriately validated or
recognized analytical procedures to
analyze the sample, including the
creation and maintenance of a reserve
portion of a composite sample; and

« Prepare an analytical report for
submission with the original sample
collection report and complete
analytical package. The proposal would
require the analytical package to: (1)
Describe the analytical methods used,
(2) include an original compilation of all
data and corresponding quality control
results supporting the test, (3) include
reagent blank and spike recovery data,
(4) describe instrumental conditions and

parameters, (5) include the analysts’
signatures, and (6) include calculations.
The proposal would also require the
analytical report to contain a certificate
of analysis.

Proposed §59.301(b) would require
you to provide, as part of your analytical
package, an affidavit stating that:

» The analytical package pertains to
the only test(s) done on the lot or
product and that you are not aware of
any other tests being performed on the
lot; or

« If you are aware of other tests being
performed by other persons, the name
and address of the person conducting
the other tests. FDA is not proposing to
require you to investigate whether other
persons are conducting tests; you would
only provide this information if you are
aware of other tests being performed by
other persons.

Proposed § 59.301(c) would require
you to submit the analytical package
and the original sample collection
report to the FDA district office that is
reviewing the entry of the imported
food. Additionally, it would require you
to maintain records relating to proposed
§59.301 for 3 years after you submitted
the analytical package and original
sample collection report to FDA, and,
upon request, to make records available
to FDA for inspection and copying.

These provisions are intended to
ensure that, if you submit analytical
packages to FDA, you have analyzed the
correct sample, used appropriate
analytical or testing methods, and acted
independently. Furthermore, by
requiring you to send the analytical
package and sample collection report
directly to FDA, the proposal would
increase the agency’s confidence that
the analytical package accurately
represents the private laboratory’s
findings. FDA notes that the proposal
would not preclude you from sending a
duplicate copy of the analytical package
to the person who retained your
services. FDA is leaving these
arrangements up to you and those who
retain your services.

2. What Are the Requirements for
Private Laboratories Collecting
Samples? (Proposed §59.303)

FDA recognizes that many private
laboratories may prefer to collect
samples themselves. Thus, to ensure
that these private laboratories observe
the same requirements that would be
placed on sampling services, proposed
§59.303 would state that, if you are a
private laboratory who collects samples
of imported food in connection with an
FDA enforcement action, you must
comply with the sampling service
requirements contained in proposed

subpart C (“‘Requirements for Sampling
Services”).

I11. Public Meeting Comments and
Responses

As stated earlier, FDA and the
Customs Service held two public
meetings on February 10, 2000, in Los
Angeles, CA, and on February 17, 2000,
in Washington, DC, to discuss issues
related to the safety of imported food.
Several comments focused on the
private laboratories issue. Those
comments and FDA’s responses are
addressed in this section. To make it
easier to identify comments and FDA'’s
responses to the comments, the word
“Comment” will appear before the
description of the comment, and the
word ““Response’” will appear before
FDA's response. FDA also has
numbered each comment to make it
easier to identify a particular comment.
The numerical value assigned to each
comment is purely for organizational
purposes and does not signify the
comment’s value or importance or the
order in which it was submitted.

(Comment 1) Some comments said
that FDA should expand the rule to
cover all private laboratories dealing
with any FDA-regulated product instead
of limiting the rule to private
laboratories involved with imported
food.

(Response) While the concepts and
principles expressed in the proposed
rule may be relevant to private
laboratories dealing with FDA-regulated
products other than imported food
products, FDA has elected to focus on
private laboratories involved with
imported food. This focus corresponds
to concerns regarding the safety of
imported food. Additionally, FDA is not
aware of any significant problems
associated with private laboratories that
test or analyze other FDA-regulated
products other than imported food
products.

(Comment 2) Several comments stated
that, if FDA intends to regulate private
laboratories and to require laboratory
accreditation, FDA should accept the
results from those laboratories and
either reduce (if not eliminate) its
oversight of private laboratories or let
those private laboratories act in FDA’s
place. Some comments argued that
private laboratories are able to conduct
tests more quickly than FDA’s
laboratories and reach results that are as
good as, if not superior to, FDA’s
laboratory results.

(Response) The proposed rule does
not require laboratories to be accredited.
FDA also declines to draft the rule to
allow private laboratories to act in
FDA'’s place. Under section 801 of the
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act (21 U.S.C. 381), FDA, rather than the
importer or a private laboratory retained
by the importer, has the responsibility
for deciding whether an imported article
complies with the act.

(Comment 3) One comment urged
FDA to accredit private laboratories
itself. The comment stated that only
FDA has the necessary experience to
judge the adequacy of private laboratory
facilities and the competency of their
analysts. The comment asked FDA to
publish accreditation requirements and
create an appeals process, but also said
that FDA must absorb accreditation
costs itself in order to avoid any burden
on small businesses. The comment said
a “‘user fee” on all FDA-regulated
imports could defray FDA’s
accreditation costs.

(Response) FDA lacks explicit
statutory authority to impose “user
fees” for this purpose and also lacks the
resources that would be necessary to
implement and operate an accreditation
program for private laboratories.
Consequently, FDA declines to adopt
the comment’s suggestions.

(Comment 4) Some comments asked
FDA to “‘accredit,” “approve,” or
license sampling services. The
comments explained that private
laboratories should not be held
accountable for samples collected by
other parties and that the reliability of
a private laboratory’s results depends
largely on the sample being tested. A
few comments said that FDA should
charge sampling services as part of any
accreditation, approval, or licensing
program. Other comments suggested
that some entity (not necessarily FDA)
accredit sampling services.

(Response) FDA recognizes the value
in ensuring that sampling services are
capable of performing their tasks in a
competent manner. However, FDA is
unaware of any accreditation system for
sampling services, and resource
limitations prevent FDA from
“approving” or licensing sampling
services itself or establishing an
accreditation, approval, or licensing
system for private laboratories.

(Comment 5) One comment sought a
governmentwide certification process so
that laboratory results would be
accepted by all Federal Government
agencies. The comment noted that other
Federal agencies have certification
programs and receive fees for such
certifications.

(Response) The proposed rule focuses
on importers, sampling services, and
private laboratories involved with
imported food. A broader initiative
would require input across a broad
range of agencies. A need for the
broader initiative has not yet been

demonstrated. The issue of a
governmentwide certification program
is outside the scope of this proposed
rule.

(Comment 6) One comment argued
that requiring importers to notify FDA if
they intend to use a sampling service or
a private laboratory has no benefit.
Another comment mistakenly construed
the notice as requiring FDA approval
before a sampling service or private
laboratory began work.

(Response) The notices to FDA in
proposed §859.101 and 59.103 are
supposed to alert FDA that an importer
intends to use a sampling service or a
private laboratory in connection with an
imported food. It would also enable
FDA to check whether the sampling
services and private laboratories
identified in the notices are, in fact, the
same sampling services and private
laboratories that collect or test the
samples. For example, if an importer
notifies FDA that it intends to use
private laboratories A, B, and C, but
private laboratory X submits the
analytical package to FDA, FDA may
decide to look into the reasons why the
importer used a different laboratory.

No prior FDA approval is necessary
before the sampling service or private
laboratory may begin work. The agency
does not have the resources that would
be needed for such an approval system
and related matters (such as resolving
disputes if the agency decided to not
approve a particular sampling service or
private laboratory).

(Comment 7) Several comments urged
FDA to treat perishable goods
differently from other food products.
The comments said that delays in
admitting perishable goods into the
United States reduced their value or
their potential value if FDA ultimately
refuses admission. Another comment
added that some goods have seasonal
values so that their value rises or falls
over time.

(Response) The proposed rule has no
direct bearing on how quickly
perishable or seasonal goods are
sampled or analyzed or how they are
admitted or refused admission into the
United States. Consequently, the
proposal treats all imported foods alike.

IV. Legal Authority

Several provisions of the act provide
the legal authority for the proposed rule.
In brief, section 402 of the act (21 U.S.C.
342) defines when a food is deemed
adulterated, and section 403 of the act
(21 U.S.C. 343) defines when a food is
deemed misbranded. The act prohibits a
number of actions concerning
adulterated or misbranded food,
including the introduction or delivery

for introduction into interstate
commerce of any adulterated or
misbranded food. (See section 301 of the
act (21 U.S.C. 331).) The act does,
however, allow owners or consignees of
imported products to seek FDA'’s
permission to take actions to bring an
otherwise violative imported food into
compliance with the act. (See section
801(b) of the act (21 U.S.C. 381(b).)

The act also authorizes FDA to take
various enforcement actions such as
injunctions (see section 302 of the act
(21 U.S.C. 332)), and seizures (see
section 304 of the act (21 U.S.C. 334)).

To enforce these and other provisions
of the act, the act authorizes FDA to
conduct examinations and
investigations (see section 702 of the act
(21 U.S.C. 372)), to conduct factory
inspections (see sections 704 and 706 of
the act (21 U.S.C. 374 and 376)), and to
examine and, where appropriate, to
refuse admission to imported products
(see section 801 of the act). The agency
may also take samples for analysis, and,
in the case of food samples, may impose
“reasonable exceptions’ and
“reasonable terms and conditions”
relating to the sample collection (see
sections 702(b) and 801(a) of the act).
Section 701(a) of the act further
authorizes the agency to issue
regulations for the efficient enforcement
of the act, while section 701(b) of the act
authorizes FDA and the Department of
the Treasury to jointly prescribe
regulations for the efficient enforcement
of section 801 of the act.

Additionally, section 361 of the
Public Health Service Act (the PHS Act)
authorizes the agency to issue
regulations to prevent the introduction,
transmission, or spread of
communicable diseases from foreign
countries (see 42 U.S.C. 264).

The proposed rule would apply where
a person uses a sampling service and/or
a private laboratory for an imported
food when the sample is to be tested or
analyzed in connection with an FDA
enforcement action. The sampling
service or the private laboratory will
provide evidence that may help the
agency determine whether the imported
food is adulterated, misbranded, or
otherwise violates the act or the PHS
Act and whether FDA should permit the
product to enter interstate commerce.
Consequently, FDA must have some
confidence and assurance that the
sampling service and private laboratory
are performing their tasks accurately
and reliably. The proposed rule would,
therefore, establish uniform
requirements for sampling services and
private laboratories. In doing so, the
proposed rule would further promote
the efficient enforcement of the act’s
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adulteration, misbranding, and
prohibited acts provisions, as well as
the act’s provisions on imports, and
inspections and examinations. The
proposed rule would also be consistent
with the PHS Act’s provisions regarding
protection against the spread of
communicable disease because
contaminated food products can spread
certain communicable diseases.

V. Environmental Impact

FDA has determined under 21 CFR
25.30(a) and (h) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VI. Paperwork Reduction Act of 1995

This proposed rule contains
information collection provisions that

are subject to review by OMB under the
Paperwork Reduction Act of 1995 (the
PRA) (44 U.S.C. 3501-3520). A
description of these provisions is given
below with an estimate of the annual
reporting and recordkeeping burden.
Included in the estimate is the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing each
collection of information.

FDA invites comments on these
topics: (1) Whether the collection of
information is necessary for the proper
performance of FDA'’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA's estimate of the burden of the
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)

ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Reporting and Recordkeeping
Requirements Pertaining to Sampling
Services and Private Laboratories Used
in Connection With Imported Food

Description: The proposed rule
would, in part, require persons who use
sampling services and private
laboratories in connection with
imported food to notify FDA, to prepare
sample collection reports, to keep
records regarding sample collection, to
prepare and submit analytical reports to
FDA, and to prepare and sign an
affidavit.

Description of Respondents:
Businesses and individuals.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

. Frequency of Total Annual Hours per
21 CFR Section No. of Respondents Responses Responses Response Total Hours
59.101 1,739 4.8 8,329 1 8,329
59.103 1,739 5.0 8,767 1 8,767
59.201(a)(4) 200 44 8,767 1 8,767
59.201(a)(5) 200 44 8,767 1 8,767
59.301(a)(4) 200 44 8,767 2 17,534
59.301(b) 200 44 8,767 0.5 4,384
Total 56,548
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
. Frequency of Total Annual Hours per
21 CFR Section No. of Respondents Responses Responses Response Total Hours
59.201(b) 200 44 8,767 1 8,767
59.301(c) 200 44 8,767 0.5 4,384
Total 13,151

1There are no capital costs or operating and maintenance costs associated with this collection of information.

FDA based its estimates on the
number of food importers (as identified
in a database) and the numbers of
sampling services and private
laboratories that currently submit
information to the agency regarding
imported food. In fiscal year (FY) 1999,
there were 1,739 food importers, and
approximately 100 private laboratories
submitted analytical data concerning
imported food products to FDA. The
agency is unable to predict whether the
proposed rule will lead to any changes
in the number of private laboratories
submitting data to FDA, but, for
purposes of estimating the information
collection burden for this proposal, will
assume that 200 private laboratories
(twice the number of private

laboratories currently submitting data
on imported food to FDA) will be
affected.

As for sampling services, FDA notes
that most private laboratories conduct
their own sample collection operations
and that there are few (perhaps 10)
sampling services. However, because
the proposed rule would require private
laboratories that collect samples to
adhere to the same requirements as
sampling services, for those provisions
involving a collection of information
from sampling services, FDA has
decided to count 95 percent of the
private laboratories (190 private
laboratories) as adhering to the sampling
service requirements in addition to the

10 known sampling services, thus
resulting in 200 sampling services.

To determine the information
collection burden for proposed §59.101,
FDA assumed that all 1,739 food
importers would be affected. FDA data
for FY 1999 indicates that
approximately 11,690 food imports were
detained for safety reasons. If 75 percent
of these shipments are sampled, this
would lead to 8,767 samples. However,
FDA's experience suggests that
sampling rates vary; in some areas,
importers do very little sampling
themselves and, instead, use sampling
services. As described in section VII of
this document, and for purposes of this
information collection estimate, FDA
will assume that importers will perform
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only 5 to 20 percent of the sample
collection themselves, so that, at most,
8,329 shipments (95 percent of 8,767
shipments) would be sampled by
sampling services. This, in turn, would
result in a response frequency of
approximately 4.8 shipments per
importer (8,329 shipments/1,739 food
importers = 4.789 shipments/importer,
rounded up to 4.8) and 8,329 sampling
service notifications to FDA under
proposed §59.101. Given the minimal
nature of the information sought, FDA
estimates that only 1 hour would be
needed to complete each notification.

For proposed §59.103, FDA notes that
not all food samples lead to laboratory
analyses. In fiscal year 1999, FDA
received 8,767 laboratory tests or
analyses on imported food. Thus, for
proposed §59.103, the agency assumes
that all 1,739 food importers may be
affected and that 8,767 private
laboratory notifications may result. The
frequency of responses per importer,
therefore, would be approximately 4.6
(8,767 notifications/1,739 importers =
5.04 notifications per importer). Again,
given the minimal nature of the
information sought, FDA estimates that
only 1 hour would be needed to
complete the notification.

For proposed §59.201(a)(4), (a)(5),
and (b), the agency, as explained earlier,
estimates that 200 sampling services
would be affected. Although sampling
services have submitted reports to FDA
as part of an analytical package for a
submission from a private laboratory
previous to this proposed rule, these
submissions are not considered a “usual
and customary business practice.”
Usual and customary business practices
are not included in the burden
calculated in the Paperwork Reduction
Act Analysis. However, because the
sampling reports are in response to
government requirements, they are not
considered usual and customary.
Because proposed §59.201 would, in
essence, pertain to sample collection
reports that are sent forward to private
laboratories (as opposed to reports of all
samples) and because FDA receives
approximately 8,767 laboratory tests or
analyses on imported food annually, the
agency estimates that the proposal
would result in 8,767 sample collection
reports and records each year, at a
frequency of 44 sample collection
reports per sampling service (8,767
tests/200 sampling services = 43.8 tests
per sampling service, and each test
should result in a sample collection
report). While sample collection reports
would be prepared and records would
be kept regardless of the regulation
(because the sampling service would
document its procedures for the

importer’s or private laboratory’s use),
FDA cannot determine whether the
proposal would require sampling
services to devote additional time to
such reports and records. Consequently,
FDA has assigned 1 burden hour per
identification of the containers from
which samples are collected, 1 burden
hour per sample collection report for
reporting purposes, and 1 burden hour
per sample collection report for
recordkeeping purposes.

FDA estimates that 200 private
laboratories would be subject to the
information collection requirements in
proposed §59.301(a)(4), (b), and (c).
Because FDA currently receives
approximately 8,767 laboratory reports
annually, the agency estimates that the
proposal would result in preparation,
submission, and recordkeeping of 8,767
analytical packages and affidavits each
year, at a frequency of approximately 44
packages and affidavits per private
laboratory (8,767 laboratory reports/200
private laboratories = 43.8 laboratory
reports per private laboratory, with each
report resulting in an analytical package
and affidavit). The analytical packages
submitted by private laboratories are
also not considered usual and
customary business practices, because
they are in response to government
requirements. They are also included in
the estimate of paperwork burden. The
analytical packages described in the
proposed rule are similar to analytical
packages currently submitted to FDA, so
the agency has assigned only 1 burden
hour for the preparation of each
analytical package (proposed
§59.301(a)(4)) and another burden hour
for recordkeeping purposes (proposed
§59.301(c)). As for the affidavit
described in proposed §59.301(b), the
information sought in the affidavit does
not require a person to conduct any
investigations, research, or
examinations in order to complete the
affidavit, so FDA has assigned 30
minutes for each affidavit.

In compliance with the PRA (44
U.S.C. 3507(d)), the agency has
submitted the information collection
provisions of this proposed rule to OMB
for review. Interested persons are
requested to submit comments regarding
information collection to OMB (see
ADDRESSES and DATES).

VII. Analysis of Impacts

A. Benefit-Cost Analysis

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104-4). Executive Order 12866

directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this proposed rule is
consistent with the regulatory
philosophy and principles identified in
the Executive order. In addition, the
proposed rule is a significant regulatory
action as defined by the Executive order
and so is subject to review under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because most food importers
are small businesses, the proposal could
have a significant economic impact on
a substantial number of small entities.
The agency’s Regulatory Flexibility Act
analysis appears later in section VII.F of
this document.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement of anticipated costs and
benefits before proposing any rule that
may result in an expenditure by State,
local, and tribal governments, in the
aggregate, or by the private sector, of
$100 million in any one year (adjusted
annually for inflation). As discussed
later in section VII.G of this document,
FDA has determined that this proposed
rule does not constitute a significant
rule under the Unfunded Mandates
Reform Act.

B. Need for the Regulation

Current policies for sampling services
and private laboratories do not create
sufficient safeguards to prevent
importers testing into compliance,
which is testing multiple samples from
a shipment and submitting only those
results that will allow the shipment to
enter the United States, or banking
samples, which is retaining samples
from a previous, acceptable shipment
and submitting these samples instead of
samples from the shipment that should
be tested. Both of these activities permit
importers to market adulterated or
misbranded foods in the United States,
representing a health hazard for
American consumers.

Also, there is a lack of consistency in
standards for sampling services and
private laboratories across districts.
Currently, ch. 21 entitled ““Guidance on
the Review of Analytical Data,” FDA
Laboratory Procedures Manual lays out
guidance for importers and their agents.
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Although this guidance provides
important information for importers, it
is not sufficiently specific and may have
contributed to a lack of consistency
between districts. This lack of
consistency creates barriers to entry for
new private laboratories, inhibiting the
competitiveness of the industry.

C. Regulatory Options
1. No New Regulatory Action

FDA can take no new regulatory
action and rely on current guidance
with enhanced enforcement to improve
the quality of test submissions for food
imports on detention without physical
exam (DWPE). However, the current
standards for sample collection do not
provide safeguards against fraudulent
sample collection. The lack of these
safeguards makes ensuring appropriate
sample collections difficult.
Additionally, this will not correct the
lack of consistency between districts in
laboratory submission requirements.

2. Require the Use of Independent
Sampling Services

One goal of the proposed rule is to aid
in ensuring that representative samples
from questionable shipments are tested
correctly. Sampling by the importer
creates the possibility that importers
will control the composition of samples
from their shipments. Requiring the use
of an independent sampling service,
which may be a third party or the
private laboratory doing the testing,
would decrease the opportunity for
importers to cheat. Because FDA does
not know how many importers
deliberately take nonrepresentative
samples, it is difficult to quantify the
benefits, but the rule, if finalized,
should reduce the number of violative
shipments that enter the United States.

Requiring the use of an independent
sampling service would only be costly
for those importers who have not
previously used independent sampling
services. Therefore, the cost of this
alternative depends on the number of
importers not using independent
sampling services. Currently, the
number of importers that use
independent sampling services varies
between districts. Many districts,
including Baltimore, Los Angeles, San
Francisco, and Dallas, strongly
encourage the use of an independent
sampling service. In these districts, less
than 1 percent of shipments are sampled
by the importer. In other ports, such as
New York, as much as 27 percent of
shipments are sampled by the importer.
The percentage of importers using a
sampling service is clearly more than 1
percent, but probably less than 27

percent. A reasonable estimate of the
percentage of all shipments that are
sampled by the importer is between 5
percent and 20 percent.

In FY 1999, approximately 11,690
food shipments were detained without
physical exam for reasons that may have
led to a laboratory analysis. If 75 percent
of the shipments were sampled, 8,767
shipments would have required the
taking of a sample by the importer or an
independent sampling service. The
additional number of shipments that
would be independently sampled would
be between 438 (5 percent sampled by
the importer) and 1,753 (20 percent
sampled by the importer) in FY 1999.

The time required to sample a
shipment depends on the reason for
detention. Using the Office of
Regulatory Affairs’ workplan and the
expertise of former field personnel, FDA
estimated the time to sample shipments
for different violations. Estimates of
sampling time ranged from 3 hours to
sample seafood for decomposition to 30
minutes to sample for filth. The
weighted average of the sampling times
for all shipments that were detained
without physical examination was 1.25
hours in FY 1999. A typical laboratory
charges $65 an hour for sampling.
However, an importer sampling his or
her own goods would still have to pay
a worker. The Bureau of Labor Statistics
reports the average cost to the employer
to hire a blue-collar worker in
transportation and material moving is
$17 an hour. The difference between
$65 and $17 an hour would be the
incremental hourly cost to the importer
for independent sampling. At an average
sampling time of 1.25 hours, the average
shipment would cost $60 (1.25 x $48)
more to be sampled by an independent
sampling service. This additional cost
would be borne by 438 to 1,753
shipments, giving a total annual cost
between $26,280 (438 x $60) and
$105,180 (1,753 x $60).

3. Require Lab Accreditation

Requiring lab accreditation would
provide assurance that the private
laboratories testing imported food have
the appropriate equipment, personnel,
and procedures to conduct their
analyses. Improved performance by
private laboratories should reduce the
number of test results that falsely
approve violative shipments. However,
this benefit is mitigated by FDA’s
careful review of results submitted by
private laboratories. During this review,
FDA analysts are able to identify most
incorrectly done analyses.

Requiring accreditation is currently
subject to a number of difficulties. First,
there are very few accrediting bodies

qualified to accredit laboratories. Since
a small percentage of private
laboratories that submit results to FDA
are currently accredited (10 to 15
percent of more than 100 private
laboratories), the infrastructure to
accredit unaccredited private
laboratories does not currently exist.
Second, the preferred accreditation
standard is being changed from ISO/IEC
Guide 25 to ISO/IEC Standard 17025.
Laboratories and accreditors are in the
process of adopting the new
requirements, creating additional strain
on the accreditation process. Third,
accreditation is costly. The fees to an
accrediting body would be at least
$6,900 for the first year per private
laboratory. This fee does not include the
costs to the laboratory of actions needed
to meet accreditation standards: Hiring
additional personnel, training,
proficiency testing, and quality
assurance procedures. The additional
costs would typically be much larger
than the accreditation fees. These costs
may be particularly prohibitive for very
small labs (33 percent of private labs
have fewer than five employees).

4. The Proposed Rule

The proposed rule would require food
importers to prenotify FDA of their use
of a sampling service or a private
laboratory. It would also create
requirements for sampling services
collecting imported food samples and
create requirements for private
laboratories testing imported food
samples and submitting laboratory
reports to FDA.

D. Benefits of the Proposed Rule
1. Shortened Review Time

Review of a typical private laboratory
test package requires, at most, 3 days by
FDA (although most reviews occur
within 1 to 2 days). If the package is
found to be unacceptable, FDA contacts
the laboratory or importer and attempts
to reach a consensus about the test
results, whether the problem is
inappropriate or inaccurate analytical
reports or dubious test results. This
dialogue with the lab and importer can
greatly increase the amount of time the
imported food is held at the port.
Creating more consistent requirements
for laboratories will reduce the number
and length of delays in reviewing
analytical packages. Since shipments
lose value while the analytical package
is being reviewed, a benefit of this rule
would be the gain in value of shipments
due to the shortened review time. This
benefit is difficult to quantify in dollar
terms, due to variation in shipment
value, perishability, and review times.
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For some shipments, such as fresh
produce, there is a considerable
deterioration of shipment value
associated with delay, so the benefits of
shortened review will be considerable.

2. Reduced Potential Fraud by Importers

Fraudulent activities by food
importers have been alleged in the
General Accounting Office (GAQO)
Report “Food Safety: Federal Efforts to
Ensure the Safety of Imported Foods are
Inconsistent and Unreliable” (GAO/
RCED-98-103) and “The Safety of Food
Imports: Fraud & Deception in the Food
Import Process; Hearings Before the
Senate Committee on Governmental
Affairs, Permanent Subcommittee on
Investigations,” September 10, 1998
(statement of **Former Customs
Broker”’). These fraudulent activities
include banking samples and testing
into compliance. Both of these
inappropriate activities would be more
difficult for importers with required
prenotification of private laboratory use
and direct reporting of results to FDA.

Requiring importers to notify FDA of
the private laboratory being used for
testing before submission of the
analytical package will discourage
importers from using multiple
laboratories to test samples and
choosing the results most beneficial to
their businesses. If the importer is
required to notify FDA of the laboratory
used before submitting samples to the
laboratory, the importer is committed to
using results from that laboratory. A
secondary benefit of prenotification is
improved communication between the
private laboratory, the importer, and
FDA, which may reduce review times.

Requiring the direct reporting of
results from the lab to FDA would
prevent importers from submitting
multiple samples to a lab then choosing
among the results for submission to
FDA. It would also prevent importers
from choosing not to submit results
from violative shipments, ensuring that
violative shipments will not be tested
into compliance and admitted into the
United States.

A secondary benefit to direct
reporting would be improved
enforcement of disposal of hazardous
shipments and better tracking of
shipments for removal from DWPE.
Because FDA may recommend
destruction of a shipment that poses a
health hazard, the importer may not
choose to report results showing that the
shipment is a health hazard and instead
take the shipment to another port. Also,
the decision to remove an importer from
DWPE is often affected by several (five
or more) consecutive nonviolative
shipments. If direct reporting is not
required, the importer can choose not to
submit results from any shipments that
would disrupt the count of consecutive
nonviolative shipments.

3. Health Benefits Resulting From a
Reduction in Violative Food Entering
the United States

It is difficult to determine how many
violative shipments are admitted to the
United States. Without knowing how
many of these shipments are illegally
admitted into the United States by
importers banking samples or testing
into compliance, FDA cannot quantify
how much the proposed rule would
reduce shipments of violative food
admitted into the United States.
However, the agency can quantify the
costs of some of the illnesses that
typically arise from consumption of
violative imported foods.

Filth was the most common reason for
detention in FY 1999. While filth itself
may not pose a danger, it indicates that
the food has been held in unsanitary
conditions and so is at a higher risk for
microbial contamination. Microbial
contaminants such as Salmonella spp.
and Escherichia coli O157:H7 can cause
acute gastrointestinal illnesses, as well
as chronic sequelae. Other risks
associated with filth include dental
injury, and aflatoxicosis (Ref. 11).
Contamination with Salmonella and
Listeria were also common reasons for
detention (2,322 and 809 shipments,
respectively). Listeria monocytogenes
infection in a pregnant woman may

result in spontaneous abortions or
encephalitis in the newborn. For
immuno-compromised persons,
exposure to Listeria can result in
septicemia or meningitis.

Illegal food additives (741 shipments)
have been linked to gastroenteritis and
disruptions of the nervous system (Ref.
11). Color additives (1,008 shipments),
yellow no. 5 (46 shipments), and excess
sulfites (47 shipments) were also
common reasons for detention. These
additives can cause allergic reactions
with some sensitive individuals, ranging
from mild contact dermatitis to a severe
allergy attack (Ref. 11). Pesticide
contamination (1,529 shipments) may
also pose long-term risks of cancer, as
well as kidney, liver, or central nervous
system changes (Ref. 11). Foreign
objects in food (381 shipments) may
pose a hazard ranging from simple
dental injury to esophageal perforation
(Ref. 11).

Table 3 of this document shows some
of the possible illnesses and injuries
that can result from violative foods and
includes their symptoms and an average
cost per case. The quality-adjusted life
days (QALD) (Ref. 10) column
represents the lost utility per day to a
consumer from an illness. It is
essentially the loss to the consumer due
to symptoms and problems associated
with the illness. The QALDs are valued
in dollars by multiplying the number of
lost days by the value of a statistical
day, $630 (64 FR 36516 at 36523, July
6, 1999). This value of a statistical life
day is drawn from the economic
literature (Ref. 12). The medical cost
column is the direct, medical cost of
illness, which includes hospitalization
and doctor visits. Most illnesses arising
from E. coli O157:H7 or Salmonella are
self-limiting and short in duration.
However, both Salmonella and E. coli
0157:H7 can be serious. E. coli in some
cases can result in kidney damage or
death. Salmonella can sometimes trigger
chronic arthritis and, in a small
percentage of cases, can result in death.

TABLE 3.—COST OF SOME ILLNESSES POTENTIALLY AVERTED BY THE RULE

Potential Harm Symptoms QALD Loss nggtr (\glilll_JSSOf Medical Costs Total Cost
Allergenst Contact dermatitis Reddening, swelling, 2.10 $1,325 $125 $1,450
itching of skin
Allergic reaction Difficulty breathing, asth- 1.03 $646 $550 $1,196
ma, rash, possible
shock
Listeria contamina- Moderate and se- Fever, nausea, diarrhea, 1,754 $1,104,979 $9,548 $1,114,527
tion2 vere listeriosis may result in still-
births, coma, death
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TABLE 3.—COST OF SOME ILLNESSES POTENTIALLY AVERTED BY THE RULE—Continued

Potential Harm Symptoms QALD Loss Dﬁl)lgtr gilfgs()f Medical Costs Total Cost
Objects in food3 Simple dental injury | Toothache, headache 0.23 $145 $0 $145
Complex dental in- Simple, plus infection 3.47 $2,187 $3,540 $5,727
Jury
Oral emergency Sharp pain in mouth, 4.27 $2,687 $3,540 $6,227
face, neck, bleeding,
plus possible meta-
static or local infection
Tracheo-esophageal | Choking, difficulty 0.48 $304 $0 $304
obstruction breathing, cyanosis,
hypertension
Esophageal perfora- | Pain in chest, bleeding 13.93 $8,776 $14,160 $22,936
tion aspiration pneumonia,
requires surgery
Salmonella contami- | Salmonellosis Vomiting, nausea, pos- 24.37 $15,357 $2,289 $17,646
nation4 sible arthritis, low
probability of death
E. coli contamina- Gastroenteritis He- | Vomiting, nausea, 10.79 $6,797 $4,829 $11,626
tion> molytic Uremic bloody stools, pos-
Syndrome sible kidney damage,
low probability of
death

1. 2.3 Mauskopf et al., 1988.
4563 FR 24254.

4., Other Consumer Benefits

Although problems such as insects or
filth in food may not necessarily
represent a direct health threat, they
show that the food was not held in
sanitary conditions. Moreover,
consumers who purchase food expect it
to be clean and sanitary. The Food
Marketing Institute found 89 percent of
consumers surveyed ranked a clean,
neat store as a very important factor in
selecting their primary supermarket. If
consumers pay a premium, believing
their food is sanitary and the food is not
this payment represents a social loss.
However, FDA cannot quantify the
economic benefit from avoiding this
social loss because the agency does not
know what percentage of the price of
food is a *‘cleanliness premium.”

E. Costs of the Proposed Rule

The costs of this proposed rule arise
from the new activities required over
and above those already in existence.
“The Laboratory Procedures Manual,”
chapter 21 entitled ““Guidance on the
Review of Analytical Data Generated by
Private Laboratories’ lists the
information that should be included in
analytical packages for sample
collections and analyses conducted by
private laboratories that conduct

analyses on FDA-regulated commodities

imported into the United States
submitted to FDA (Ref. 13). This is
guidance for FDA field personnel who
receive analytical packages from private
laboratories on how to review these

packages. This guideline replaces and is

very similar to that in the “Regulatory

Procedures Manual,” part 9, chapter 52
entitled ““‘Private Laboratories,” revised
January 1988 (Ref. 14). It specifies that

submissions should include information

on how the sample was collected,
including identification of the sample,

what sample collection procedures were

used, and how the samples were
prepared. For the analyses, the
submissions should contain a
description of the analytical methods

used, raw data and results, instrumental

conditions and parameters, analysts’
signatures, and statements from the

laboratory director and the importer that

the report contains all analyses related
to the sample.

To verify that the national guidance is

followed, we communicated with field

personnel in four districts: Los Angeles,

San Francisco, Baltimore, and
Southwest. Field personnel in all
districts confirmed that they follow the
national guidance or district guidance
that has the same elements as the
national guidance (Refs. 15 and 16).
Since importers were not previously
required to prenotify FDA of their
intention to use a private laboratory,
this requirement is a cost of the rule.
Notification would likely require 30 to

of $17 per hour (Bureau of Labor
Statistics). For 8,767 shipments each

year, this cost would range from $74,519
to $149,039. Importers are also required

to prenotify FDA of their intention to

60 minutes of a secretary’s time at a cost

use a sampling service. Eighty to 95
percent of importers use sampling
services, so this will require between
7,014 and 8,329 additional notifications.
This additional cost will range between
$59,619 and $141,593; this gives a total
cost of $134,138 to $290,626 per year.

F. Regulatory Flexibility Analysis

FDA has examined the economic
implications of this proposed rule as
required by the Regulatory Flexibility
Act (5 U.S.C. 601-612). If arule has a
significant economic impact on a
substantial number of small entities, the
Regulatory Flexibility Act requires
agencies to analyze regulatory options
that would lessen the economic effect of
the rule on small entities. The primary
impact of this rule will be on food
importers. The small business definition
for food importers is 100 employees or
fewer; this definition applies to more
than 95 percent of food importers. A
search of companies in the Duns Market
Identifiers database found 1,739 food
importers that would potentially be
affected by this rule. Of the 1,739
potentially affected food importers,
1,700 had fewer than 100 employees
(Ref. 4). FDA finds that this proposed
rule may have a significant economic
impact on a substantial number of small
entities, particularly if the notifications
required by the rule are distributed
unequally across firms.

FDA considered additional flexibility
for small businesses by waiving the
notification requirements. However,
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since the vast majority of importers are
small, this would reduce the benefits of
the rule significantly. Also, the overall
effect of the rule will be beneficial to
small business, due to the clearer
guidelines for gathering and handling
samples and submission of analytical
packages.

G. Unfunded Mandates Reform Act

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 (Public
Law 104-4) requires that agencies
prepare a written statement of costs and
benefits before proposing any rule that
may result in an expenditure by State,
local, and tribal governments, in the
aggregate, or by the private sector, of
$100 million in any one year (adjusted
annually for inflation). FDA has
determined that this rule is not a
significant action as defined in the
Unfunded Mandates Reform Act and
will not have an effect on the economy
that exceeds $100 million adjusted for
inflation in any one year. The current
inflation-adjusted statutory threshold is
$110 million.

VIII. Submission of Comments and
Proposed Effective Date

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written comments regarding
this proposal. Sumit written comments
regarding information collection to
OMB (see ADDRESSES). Two paper
copies of any comments are to be
submitted, except that individuals may
submit one paper copy. Comments are
to be identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday. FDA proposes
that any final rule that may issue based
on this proposal become effective 30
days after its date of publication in the
Federal Register.

IX. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday. (FDA has verified the
Web site address, but FDA is not
responsible for any subsequent changes
to the Web site after this document
publishes in the Federal Register.)
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List of Subjects in 21 CFR Part 59

Foods, Imports, Laboratories,
Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under

authority delegated to the Commissioner

of Food and Drugs, it is proposed that

21 CFR chapter | be amended as follows:
1. Part 59 is added to read as follows:

PART 59—REQUIREMENTS
PERTAINING TO SAMPLING
SERVICES AND PRIVATE
LABORATORIES USED IN
CONNECTION WITH IMPORTED FOOD

Subpart A—General Information
Sec.

59.11 Who is subject to this part?
59.3 What definitions apply?

Subpart B—Requirements for Persons

Using Private Laboratories and Sampling

Services in Connection With Imported Food

59.101 What requirements apply if you use
sampling services?

59.103 What requirements apply if you use
private laboratories?

59.105 59.105 What requirements apply if
you collect your own samples?

Subpart C—Requirements for Sampling

Services

59.201 What are the requirements for
collecting, identifying, and maintaining
samples?

Subpart D—Requirements for Private

Laboratories

59.301 What requirements pertain to
analyzing samples, preparing analytical
reports, and maintaining records?

59.303 What are the requirements for
private laboratories collecting samples?

Authority: 21 U.S.C. 331, 332, 333, 334,
341, 342, 343, 344, 348, 371, 372, 374, 376,
381, 393; 42 U.S.C., 264.

Subpart A—General Information

§59.1 Who is subject to this part?

(a) The requirements in this part
apply to you if you:

(1) Use a sampling service to collect
samples of an imported food in
connection with an FDA enforcement
action; or

(2) Use a private laboratory to collect,
analyze, or test samples of an imported
food in connection with an FDA
enforcement action.

(b) This part also applies to you if you
are a sampling service or a private
laboratory and you have been hired or
retained to collect, analyze, or test an
imported food in connection with an
FDA enforcement action.

(c) Enforcement actions include, but
are not limited to, product seizure,
refusal of imports, or the issuance of an
injunction. This part does not apply if
you collect, analyze, or test imported
food samples for purposes not related to
an FDA enforcement action.

§59.3 What definitions apply?

(a) FDA means the U.S. Food and
Drug Administration.
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(b) Private laboratory means an
independent person who analyzes or
tests samples of imported food.

(c) Sampling service means an
independent person who collects
samples of an imported food. Sample
collection may include collecting
samples from lots of FDA-regulated
products in conformance with FDA-
recommended sampling procedures and
schedules.

Subpart B—Requirements for Persons
Using Private Laboratories and
Sampling Services in Connection With
Imported Food

§59.101 What requirements apply if you
use sampling services?

(a) If you intend to use a sampling
service to collect samples of an
imported food in connection with an
FDA enforcement action, you must
notify the FDA district office that is
reviewing the entry of the imported
food. Your notification must inform the
FDA district office that you intend to
use such services and include:

(1) The name and address for each
sampling service you intend to use,

(2) Each sampling service’s
qualifications and knowledge of
sampling procedures,

(3) A primary contact (name and
phone number) for each sampling
service,

(4) The address or addresses where
the sampling records will be
maintained, and

(5) The reason(s) why the product is
being sampled.

(b) You must also:

(1) Give to each sampling service the
U.S. Customs Service entry number,
FDA entry line number (if applicable or
available), the location of the lot that
will be sampled, sufficient information
to identify the lot to be sampled, and the
name and address of the private
laboratory that will test the sample;

(2) Not influence or interfere with the
manner and process in which samples
are collected; and

(3) Maintain control of the lot from
which the sample was taken until FDA
notifies you that you can release the lot
or take other action on the lot.

§59.103 What requirements apply if you
use private laboratories?

(a) If you use a private laboratory to
test or analyze samples of an imported
food in connection with an FDA
enforcement action, you must notify the
FDA district office that is reviewing the
entry of the imported food. Your
notification must state that you intend
to use a private laboratory and to have
the private laboratory submit the results

and supporting data to FDA. Your
notification must also include:

(1) The private laboratory’s name and
address,

(2) The private laboratory’s
qualifications,

(3) A primary contact (name and
phone number) for the private
laboratory,

(4) The address where the test will be
conducted (if different from the private
laboratory’s address), and

(5) The reason(s) why the product is
being tested or analyzed.

(b) You must also:

(1) Give to the private laboratory the
U.S. Customs Service entry number (if
the product is imported or offered for
import into the United States), and FDA
entry line number (if applicable or
available);

(2) Not influence or interfere with the
manner and process in which samples
are tested and/or analyzed;

(3) Maintain control of the lot from
which the sample was taken until FDA
notifies you that you can release the lot
or take other action on the lot; and

(4) If you will use or are using more
than one private laboratory to conduct
tests, notify all private laboratories
involved and FDA. Your notice must
state how many private laboratories are
conducting or will conduct tests or
analyses and describe those tests or
analyses.

§59.105 What requirements apply if you
collect your own samples?

If you collect your own imported food
samples and intend to have the samples
tested or analyzed and used in
connection with an FDA enforcement
action, you must comply with subpart C
of this part.

Subpart C—Requirements for
Sampling Services

§59.201 What are the requirements for
collecting, identifying, and maintaining
samples?

(a) If you collect samples of an
imported food in connection with an
FDA enforcement action, you must
perform the following operations
independently:

(1) Verify the location, identity, and
size of the lot to be sampled;

(2) Collect samples following
established procedures that ensure the
sample’s integrity, accuracy, and
representational nature;

(3) Ensure the integrity of the sample
after collection by including proper
identification to avoid mixups between
samples, avoiding contamination,
maintaining sterility or appropriate
temperatures, or taking other measures
to protect the sample’s integrity;

(4) Identify all containers from which
samples are collected;

(5) Complete a sample collection
report for each sample collected. The
sample collection report must, at a
minimum, document sample collection
procedures and sample preparation
techniques; and

(6) Prepare and ship the sample, using
precautions where necessary to prevent
contamination, to maintain the integrity
of the sample, or to maintain sterility or
temperatures, and ship the original
sample collection report directly to the
private laboratory.

(b) You must maintain records
demonstrating your compliance with
paragraph (a) of this section for 3 years
after you have sent the sample
collection report to the private
laboratory. These records should
include documents showing how you
identified, collected, and maintained
the sample. You must also make these
records available to FDA upon request
for inspection and copying. If you
collect samples under an established,
non-FDA procedure, you must retain
records concerning that procedure.
However, if you collect samples under
an FDA sampling procedure, you can
omit the FDA sampling procedure from
your records, but you should keep notes
to show which FDA sampling procedure
you used.

Subpart D—Requirements for Private
Laboratories

§59.301 What requirements pertain to
analyzing samples, preparing analytical
reports, and maintaining records?

(a) If you are a private laboratory
conducting tests or analyses on an
imported food, and the results and
supporting data of those tests or
analyses will be used in connection
with an FDA enforcement action or
submitted directly to FDA, you must:

(1) Verify that the sample received
corresponds to the sample described on
the sample collection report;

(2) Confirm the reasons for analyzing
the sample;

(3) Use appropriately validated or
recognized analytical procedures to
analyze the sample, including the
creation and maintenance of a reserve
portion of a composite sample; and

(4) Prepare an analytical report for
submission with the original sample
collection report and complete
analytical package. The analytical
package must:

(i) Describe the analytical methods
used;

(if) Include an original compilation
of all data and corresponding quality
control results and supporting data
supporting the test;
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(iii) Include reagent blank and
spike recovery data;

(iv) Describe instrumental
conditions and parameters;

(v) Include the analysts’ signatures;

(vi) Include the analysts’
calculations; and

(vii) Contain a certificate of
analysis.

(b) You must provide, as part of your
analytical package, an affidavit stating
that:

(1) The analytical package pertains to
the only test(s) done on the lot or
product and that you are not aware of
any other tests being performed; or

(2) If you are aware of other tests that
are being or have been performed by
other persons, the name and address of
the person who is conducting or who
has conducted the other tests.

(c) You must submit the analytical
package and the original sample
collection report to the FDA district
office that processed the entry of the
imported food. Additionally, you must:

(1) Maintain records relating to the
requirements under paragraphs (a) and
(b) of this section for 3 years after you
submitted the analytical package and
original sample collection report to
FDA, and

(2) Upon request, make records
available to FDA for inspection and
copying.

§59.303 What are the requirements for
private laboratories collecting samples?
If you are a private laboratory and
collect samples of an imported food in
connection with an FDA enforcement
action, you must comply with subpart C
of this part.
Dated: April 22, 2004.
Lester M. Crawford,
Acting Commissioner of Food and Drugs.
[FR Doc. 04-9699 Filed 4-26—-04; 11:58 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Part 948
[WV-089-FOR]
West Virginia Regulatory Program

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSM),
Interior.

ACTION: Proposed rule; withdrawal.

SUMMARY: We are withdrawing a
proposed rulemaking for an amendment
to the West Virginia regulatory program

under the Surface Mining Control and
Reclamation Act of 1977 (SMCRA or the
Act). The proposed rulemaking
pertained to the State’s response to
several letters that we had sent it, which
identified changes to SMCRA and the
Federal regulations and that may require
amendments be made to the State coal
regulatory program. We are withdrawing
the proposed rulemaking, because, for
the 12 items published as a proposed
amendment, the State actually provided
rationale for not making some changes,
rather than proposing changes, and for
various other reasons.

FOR FURTHER INFORMATION CONTACT: Mr.
Roger W. Calhoun, Director, Charleston
Field Office, 1027 Virginia Street East,
Charleston, West Virginia 25301.
Telephone: (304) 347-7158; Internet
address: chfo@osmre.gov.
SUPPLEMENTARY INFORMATION:

I. Background on the West Virginia Program
Il. Submission of the Amendment

I1l. OSM’s Findings

IV. Summary and Disposition of Comments

I. Background on the West Virginia
Program

Section 503(a) of the Act permits a
State to assume primacy for the
regulation of surface coal mining and
reclamation operations on non-Federal
and non-Indian lands within its borders
by demonstrating that its program
includes, among other things, “* * *a
State law which provides for the
regulation of surface coal mining and
reclamation operations in accordance
with the requirements of the Act * * *;
and rules and regulations consistent
with regulations issued by the Secretary
pursuant to the Act.” See 30 U.S.C. 1253
(a)(1) and (7). On the basis of these
criteria, the Secretary of the Interior
conditionally approved the West
Virginia program on January 21, 1981.
You can find background information
on the West Virginia program, including
the Secretary’s findings, the disposition
of comments, and conditions of
approval of the West Virginia program
in the January 21, 1981, Federal
Register (46 FR 5915). You can also find
later actions concerning West Virginia’s
program and program amendments at 30
CFR 948.10, 948.12, 948.13, 948.15, and
948.16.

I1. Submission of the Amendment

By letter dated August 15, 2000, we
requested that the West Virginia
Department of Environmental Protection
(WVDEP) provide us a response to six
30 CFR part 732 notifications that we
had previously sent the State
(Administrative Record Number WV—
1178). The Federal regulations at 30
CFR 732.17(d) provide that OSM must

notify the State of all changes in
SMCRA and the Federal regulations that
will require an amendment to the State
program. Such letters sent by us are
often referred to as *‘732 letters or
notifications.” On December 20, 2000
(Administrative Record Number WV-
1191), the WVDEP responded to our
August 15, 2000, letter. We note that in
its December 20, 2000, letter, the State
incorrectly cited a March 6, 2000, letter
from OSM rather than our August 15,
2000, letter.

The Federal regulations at 30 CFR
732.17(b) provide that the State
regulatory authority shall notify OSM,
as a possible program amendment, of
any significant events or proposed
changes which affect the
implementation, administration or
enforcement of the approved State
program. In a January 12, 2001, Federal
Register notice (66 FR 2866), we
announced receipt of the State’s
December 20, 2000, letter and published
it as a proposed rulemaking. In the same
document, we opened the public
comment period and provided an
opportunity for a public hearing or
meeting on whether the proposed
amendment satisfies applicable program
approval criteria.

The State’s December 20, 2000, letter
addressed 22 part 732 items. For six of
the items (identified in our Federal
Register notice as 2, 3, 6.F, 6.G, 6.H, and
6.1), the State indicated that it would be
submitting proposed changes in the
future. These items relate to coal
extraction incidental to the extraction of
other minerals, special reclamation
fund, prime farmland, qualified SOAP
(Small Operator Assistance Program)
laboratory, qualifications for SOAP
assistance, and filing for SOAP
assistance, respectively. We stated that,
for those items, we would announce the
proposed changes in a future proposed
rule upon their submission. For four
items (identified as 4, 5, 6.J, and 7
regarding subsidence and water
replacement, ownership and control,
bond release, and staffing, respectively),
we stated that (for various reasons
described in the notice) the State had
not submitted program changes.
Therefore, we did not make these 10
items part of the proposed rule.

For the remaining 12 items addressed
in the State’s December 20, 2000, letter,
we did characterize the State’s
responses as a program amendment and
invited comments on the proposal.
However, for each of these 12 items, the
WVDEP actually asserted that no
additional changes to the West Virginia
program were necessary for the reasons
explained in its letter. The State
responses for which we requested
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public comment were identified in the
January 12, 2001, Federal Register
notice as follows: Items 1, 2.A, 2.B, 2.C,
2.D,2E, 2F, 2.G,2H,3,4,and an
unnumbered item concerning
inspection frequencies. These numbers
do not fully correspond to the
numbering system in the State’s
December 20, 2000, letter. The
corresponding State numbers are: Items
1, 6A, 6B, 6C, 6D, 6E, 6K, 6L, 6M,
unnumbered item, 8, and 9. These
issues concern stocking and planting
arrangements; definition of other
treatment facilities; definition of
previously mined area; definition of
siltation structure; definition of
significant recreational, timber,
economic, or other values incompatible
with surface mining operations;
permitting requirements relating to the
new dam classification criteria;
performance standards relating to the
new dam classification criteria; coal
mine waste; thin and thick overburden;
inspection frequencies at abandoned
sites; subsidence due to underground
mining; and valid existing rights,
respectively.

The public comment period closed on
February 12, 2001 (Administrative
Record Number WV-1195). No one
requested a public hearing, so none was
held. However, a public commenter
requested an extension of the public
comment period, and to accommodate
that request we accepted comments
through February 28, 2001
(Administrative Record Numbers WV-
1200 and WV-1201). We received
comments on the December 20, 2000,
submittal from one environmental group
and two Federal agencies.

I11. OSM’s Findings

For reasons more fully explained
below, we are withdrawing our
proposed rulemaking on all 12 of the
items that we announced in our January
12, 2001, Federal Register notice as
proposed amendments. These 12 part
732 items fall into three distinct
categories with one common element.
We will discuss each of these categories
in turn, with our rationale for
withdrawing the rulemaking in each
category.

a. State Has Committed to Future
Rulemaking

For six items, the State has since
revised its position. WVDEP has
committed to amending its approved
program relating to six items, and, by
letter dated December 2, 2003, has
submitted a schedule for doing so.
Therefore, the State’s December 20,
2000, submission for those six items,
which we published as a proposed

amendment identified as Items 1, 2.B,
2.E, 2.F, 2.G, and the unnumbered item
on inspection frequencies at abandoned
sites, is now moot because the State has
subsequently revised its response and
committed to future rulemaking.
Therefore, we are withdrawing our
January 12, 2001, rulemaking as it
relates to these items. We will announce
any proposed State changes in future
rulemaking notices as they are received.

b. Suspension of Part 732 Notifications

For two items, we have suspended
our requirement that the State amend its
program. These items concern
subsidence due to underground mining
and valid existing rights. Given ongoing
litigation, we have suspended all action
on these two part 732 notifications until
further notice. We will provide the State
with formal notification in the future
when these part 732 notifications will
have to be addressed by the State. By
letter dated November 17, 2003, we
notified the State that we were
suspending all actions relating to our
August 22, 2000, part 732 letter
regarding subsidence due to
underground mining and valid existing
rights until further notice
(Administrative Record Number WV—
1378). Items 3 and 4 in our January 12,
2001, proposed rulemaking addressed
these issues. Therefore, the rationale
provided by the State in its December
20, 2000, letter relating to these two
items is now moot, because we are not
mandating any changes at this time.
Therefore, we are withdrawing our
January 12, 2001, rulemaking notice as
it relates to these two items.

c. Agreement That No Change Is
Required

For the following four items, that we
identified as Items 2.A., 2.C., 2.D., and
2.H. and solicited comments on in our
January 12, 2001, Federal Register
notice, we reviewed the State’s
December 20, 2000, response,
conducted further evaluation of the
issues, and concluded that the State’s
program, as currently approved, is no
less effective than the Federal rules in
regard to these items. Because the State
had actually submitted rationale for not
changing its approved program, rather
than proposing any changes for these
four items, and we have determined that
no changes are required, that decision
does not constitute rulemaking in regard
to the approval of a State program
amendment. Therefore, we are
withdrawing our January 12, 2001,
rulemaking notice in relation to these
four items. Instead, we have notified the
State by letter dated April 8, 2004, in
which we explained that we have

withdrawn our part 732 notifications
relating to these items because we have
determined that the State’s approved
program is no less effective than the
Federal rules in regard to these items.

Although the decision to terminate
our part 732 notifications relating to the
four items that were advertised is an
administrative decision distinct from
approving them as a State program
amendment as proposed in our January
12, 2001, Federal Register notice, we
are including our rationale for those
decisions in this notice because we did
receive comments on these issues and
we feel a full explanation to the public
of our decision is warranted. The
explanation included here is the same
as that provided the State in our letter
dated April 8, 2004, resolving the
following four issues and terminating
the part 732 notifications associated
with them.

c.1l. 30CFR 701.5 Definitions of ““other
treatment facilities” (Item 2.A.) and
“siltation structure” (Item 2.C.)

In our July 22, 1997, part 732 letter to
the WVDEP, we informed it that the
Federal definition of ““other treatment
facilities” was revised and removed
from 30 CFR 816/817.46(a)(3) to 30 CFR
701.5, and that the State must add a
counterpart definition to its program.
The revised Federal definition of “‘other
treatment facilities” adds the words
“neutralization’ and ““precipitators”
(common water quality treatment
processes) and the phrase *‘[t]Jo comply
with all applicable state and Federal
water quality laws and regulations.”
This latter modification was made to
clarify that the purpose of a treatment
facility is to comply with water quality
laws, as well as to prevent additional
contributions of dissolved or suspended
solids to streamflow or off-site runoff.

Also, in our July 22, 1997, part 732
letter, we informed the State that OSM
had moved the definition of “siltation
structure” from 30 CFR 816/817.46(a)(1)
to 30 CFR 701.5. OSM stated that the
State’s regulations do not define
“siltation structure,” but that the State’s
rules do define “‘sediment control or
other water retention structure,
sediment control or other water
retention system or sediment pond.”
Finally, OSM stated that the State needs
to define the terms “‘other treatment
facilities” and “‘siltation structure’ or
explain why they are not needed.

In its December 20, 2000, letter, the
WVDEP asserted that the State does not
need the definitions of “‘other treatment
facilities” or “‘siltation structure.” The
WVDEP stated that the West Virginia
program contains a definition of
“‘sediment control or other water
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retention structure, sediment control or
other water retention system, or
sediment pond” at CSR 38-2-2.110, and
the definition of ““‘chemical treatment”
at CSR 38-2-2.21. Additionally, the
WVDEP stated that the term “‘siltation
structure” is defined in the Federal rule
as a sedimentation pond’” and that
corresponds to the State’s definition of
“sediment control or other water
retention structure, sediment control or
other water retention system, or
sediment pond.”

The Federal definition of “other
treatment facilities,” at 30 CFR 701.5,
provides as follows:

Other treatment facilities means any
chemical treatments, such as flocculation or
neutralization, or mechanical structures,
such as clarifiers or precipitators, that have
a point source discharge and are utilized:

(a) To prevent additional contributions of
dissolved or suspended solids to streamflow
or runoff outside the permit area, or

(b) To comply with all applicable State and
Federal water-quality laws and regulations.

The Federal definition of “siltation
structure,” at 30 CFR 701.5, provides as
follows:

Siltation structure means a sedimentation
pond, a series of sedimentation ponds, or
other treatment facility.

We find that, despite the fact that the
West Virginia program lacks definitions
of “other treatment facilities’” and
“siltation structure,” the State program
is not rendered less effective than the
Federal requirements for the following
reasons.

The State’s definition of “sediment
control or other water retention
structure, sediment control or other
water retention system, or sediment
pond” at CSR 38-2-2.110 ““means an
impoundment designed, constructed,
and maintained * * * for the purpose
of removing solids from water in order
to meet applicable water quality
standards or effluent limitations before
the water is discharged into the
receiving stream. Examples include
* * *all ponds and facilities or
structures used for water treatment.”
Part of the State’s language quoted
above (the part that states ““for the
purpose of removing solids from water
in order to meet applicable water
quality standards or effluent limitations
before the water is discharged into the
receiving stream.”) is substantively
identical to the Federal definition of the
term ‘““sedimentation pond,” which is a
term used in the Federal definition of
“siltation structure.”

The State’s definition of “‘chemical
treatment,” at CSR 38—-2-2.21, “means
the treatment of water from a surface
coal mining operation using chemical

reagents such as but not limited to
sodium hydroxide, calcium carbonate,
or anhydrous ammonia for purposes of
meeting applicable state and federal
effluent limitations.”” Therefore, these
two State definitions combine to
encompass impoundments, sediment
ponds, facilities or structures, and
chemical treatments used to assure
compliance with State and Federal
water quality standards or effluent
limitations.

In addition, the State performance
standards at CSR 38-2-14.5.c,
concerning “treatment facilities,”
provide that “[a]dequate treatment
facilities shall be installed, operated and
maintained * * * to treat any water
discharged from the permit area so that
it complies with the * * * [effluent
limitations] of CSR 38-2-14.5.b. * * *”
Finally, CSR 38—-2-14.5.b provides that
“[d]ischarge from areas disturbed by
surface mining shall not violate effluent
limitations or cause a violation of
applicable water quality standards. The
monitoring frequency and effluent
limitations shall be governed by the
standards set forth in a NPDES [National
Pollutant Discharge Elimination System]
permit issued pursuant to W. Va. Code
[Code of West Virginia] 22—-11 et seq.,
the Federal Water Pollution Control Act
as amended, 33 U.S.C. 1251 et seq. and
the rules and regulations promulgated
thereunder.”

We find that, combined, the State
provisions at CSR 38-2-2.110, 38-2—
2.21, 38-2-14.5.b, and 38—-2-14.5.c are
no less effective than the substantive
meaning of the Federal definitions of
“other treatment facilities’” and
“siltation structure” at 30 CFR 701.5.
While the West Virginia program does
not specifically provide examples of
chemical or mechanical treatment as
does the Federal definition of ““other
treatment facilities,”” that omission
alone does not render the State program
less effective, since the Federal
examples are illustrative only.
Furthermore, the State’s provisions do
not exclude nor prohibit the use of any
of the treatment facilities identified in
the Federal definitions of “‘other
treatment facilities” or “‘siltation
structure.” Because State rules
acknowledge that sediment control
structures are used for water treatment
and such structures are used to ensure
compliance with effluent limitations
and water quality standards, the
aforementioned State provisions are no
less effective than the Federal
definitions of “other treatment
facilities”” and “‘siltation structure’ at 30
CFR 701.5. For these reasons, we find
that these part 732 issues are satisfied

and no amendments of the approved
State program are required.

c.2. 30CFR 761.5. “Significant
Recreational, Timber, Economic, Other
Values Incompatible With Surface Coal
Mining Operations” as it Relates to
Federal Lands (Item 2.D.)

In our July 22, 1997, part 732 letter to
the WVDEP, we informed it that the
phrase “significant recreational, timber,
economic, or other values incompatible
with surface coal mining operations” is
part of the State’s approved program at
W. Va. Code 22—-3-22(d)(5), but it is not
defined.

In its December 20, 2000, letter, the
WVDEP stated that the State does not
need to define this term since 30 CFR
740.4 states that the determination of
significant recreational, timber,
economic, or other values incompatible
with surface coal mining operations is
the responsibility of the Secretary of the
Department of the Interior.

We concur with the WVDEP’s
assessment of this term, and we find
that the West Virginia program is not
rendered less effective than SMCRA or
the Federal regulations by lacking a
definition of the term for the following
reasons. Section 522(e)(2) of SMCRA
provides that, subject to valid existing
rights, no surface coal mining
operations except those which exist on
the date of enactment of SMCRA shall
be permitted ““on any Federal lands
within the boundaries of any national
forest: Provided, however, that surface
coal mining operations may be
permitted on such lands if the Secretary
[of the Department of the Interior] finds
that there are no significant recreational,
timber, economic, or other values which
may be incompatible with such surface
mining operations * * *.”’ The Federal
regulations at 30 CFR 740.4(a)(5) clearly
provide that it is the sole responsibility
of the Secretary of the Department of the
Interior to make these findings. When
making such determinations on Federal
lands within the State of West Virginia,
the Secretary will use the Federal
definition of that term at 30 CFR 761.5.
Therefore, we find that the State does
not have to add a definition of the term
to the West Virginia program, and that
this 30 CFR part 732 issue is satisfied.

c.3. 30 CFR 816.104(a) and 816.105(a)
Thin or Thick Overburden (Item 2.H.)

In our July 22, 1997, part 732 letter to
the WVDEP, we informed it that 30 CFR
816.104(a) and 816.105(a) contain
revised definitions of thin and thick
overburden, respectively. Although W.
Va. Code 22—-3-13(b)(3) contains
provisions regarding thin and thick
overburden and CSR 38-2-14.15
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contains West Virginia’s backfilling and
grading requirements, we stated that
West Virginia does not define thin or
thick overburden. In addition, we stated
that the State does not have regulations
comparable to 30 CFR 816.104 and
816.105. We also stated that since
backfilling and grading of thick
overburden is a common practice in the
State, the WVDEP needs to amend its
regulations or explain why its existing
requirements are no less effective than
those set forth in 30 CFR 816.105.

In its December 20, 2000, response,
the WVDEP stated that West Virginia
does not need to amend its rule. The
WVDEP stated that the statute at W. Va.
Code 22—-3-13(b)(3) defines thin and
thick overburden, and it has similar
language to that contained in 30 CFR
816.104(a) and 816.105(a).

For the following reasons, we agree
with the WVDEP’s assertion that the
State does not need to further amend its
rules. The Federal regulations at 30 CFR
816.104(a) provide that “[t]hin
overburden means insufficient spoil and
other waste materials available from the
entire permit area to restore the
disturbed area to its approximate
original contour [AOC].” It further
provides that “[i]nsufficient spoil and
other waste materials occur where the
overburden thickness times the swell
factor, plus the thickness of other
available waste materials, is less than
the combined thickness of the
overburden and coal bed prior to
removing the coal, so that after
backfilling and grading the surface
configuration of the reclaimed area
would not: (1) Closely resemble the
surface configuration of the land prior to
mining; or (2) Blend into and
complement the drainage pattern of the
surrounding terrain.”

The State provision at W. Va. Code
22-3-13(b)(3) provides for reclamation
to AOC, with the following exception
for thin overburden:

Provided, that in surface-mining which is
carried out at the same location over a
substantial period of time where the
operation transects the coal deposit, and the
thickness of the coal deposits relative to the
volume of the overburden is large and where
the operator demonstrates that the
overburden and other spoil and waste
materials at a particular point in the permit
area or otherwise available from the entire
permit area is insufficient, giving due
consideration to volumetric expansion, to
restore the approximate original contour, the
operator, at a minimum, shall backfill, grade
and compact, where advisable, using all
available overburden and other spoil and
waste materials to attain the lowest
practicable grade, but not more than the
angle of repose, to provide adequate drainage
and to cover all acid-forming and other toxic

materials, in order to achieve an ecologically
sound land use compatible with the
surrounding region * * *,

This language, though not identical to
the Federal definition at 30 CFR
816.104(a), entails the same substantive
analysis of a coal seam and its
surrounding overburden. Under both
the Federal and State schemes, the
volume of the postmining overburden,
spoil and waste material must be less
than that of the combined premining
volume of the overburden and coal in
order for the proposed operation to
qualify for the ““thin overburden” AOC
exemption.

Also, the State’s thin overburden
provision does not contain specific
counterparts to the Federal language at
30 CFR 816.104(a)(1) and (2). However,
the State’s counterparts to those
provisions are located at W.Va. Code
22-3-3(e) (the definition of AOC), and
are, in effect, incorporated into W.Va.
Code 22—-3-13(b)(3) by the State’s
reference to insufficient overburden,
spoil and waste to restore AOC.
Therefore, we find that the State’s
description of thin overburden at W.Va.
Code 22—-3-13(b)(3) is substantively
identical to the Federal definition of
thin overburden at 30 CFR 816.104(a).

The State’s description of thick
overburden is also contained in W.Va.
Code 22—-3-13(b)(3), and provides as
follows:

Provided, however, that in surface-mining
where the volume of overburden is large
relative to the thickness of the coal deposit
and where the operator demonstrates that
due to volumetric expansion the amount of
overburden and other spoil and waste
materials removed in the course of the
mining operation is more than sufficient to
restore the approximate original contour, the
operator shall, after restoring the
approximate original contour, backfill, grade
and compact, where advisable, the excess
overburden and other spoil and waste
materials to attain the lowest grade, but not
more than the angle of repose, and to cover
all acid-forming and other toxic materials, in
order to achieve an ecologically sound land
use compatible with the surrounding region
and, the overburden or spoil shall be shaped
and graded in a way as to prevent slides,
erosion and water pollution and is [sic]
revegetated in accordance with the
requirements of this article * * *

This language, though not identical to
the Federal definition at 30 CFR
816.105(a), entails the same substantive
analysis of a coal seam and its
surrounding overburden. Under both
the Federal and State schemes, the
volume of the postmining overburden,
spoil and waste material must be greater
than that of the combined premining
volume of the overburden and coal, in
order for the proposed operation to

qualify for the “thick overburden” AOC
exemption.

Also, the State’s thick overburden
provision does not contain specific
counterparts to the Federal language at
30 CFR 816.105(a)(1) and (2). However,
the State’s counterparts are located at
W. Va. Code 22—-3-3(e) (the definition of
AOC), and are, in effect, incorporated
into W. Va. Code 22-3-13(b)(3) by the
State’s requirement to restore the land to
AOC.

The State counterparts to the
requirements at 30 CFR 816.104(b)(1)
(thin overburden) and 816.105(b)(1)
(thick overburden), concerning using all
available spoil and waste materials to
achieve the lowest practicable grade, are
located in the performance standards at
W. Va. Code 22—-3-13(b)(3).

The W. Va. Code lacks specific
counterparts to the Federal regulations
at 30 CFR 816.104(b)(2) and
816.105(b)(2), which require compliance
with the Federal regulations at 30 CFR
816.102(a)(2) through (j). However, the
State program does contain counterparts
to 30 CFR 816.102(a)(2) through (j) at
CSR 38-2-5.5, 14.3, 14.5, 14.6, 14.15,
and 14.18. In addition, the State’s
counterparts to the Federal
requirements concerning excess spoil
disposal at 30 CFR 816.105(b)(3) are at
W. Va. Code 22-3-13(b)(22) and CSR
38-2-14.14. Since these provisions are
of general applicability to all surface
coal mining operations in West Virginia,
there is no reason to believe they will
not be applied to thin or thick
overburden operations in particular.

For all of the foregoing reasons, we
find that the West Virginia program
currently contains counterparts to the
Federal regulations that are no less
effective than the Federal regulations
concerning thin and thick overburden at
30 CFR 816.104 and 816.105, and,
therefore, this 30 CFR part 732 issue is
satisfied. However, we do recommend
that for clarity the State modify its rules
at CSR 38-2-14.15.a.1 as discussed in
its December 2, 2003, letter and
specifically identify the AOC variance
for thin or thick overburden and
reference those backfilling and grading
provisions that are applicable to such a
variance.

IVV. Summary and Disposition of
Comments

Public Comments

In response to our requests for
comments from the public on the
proposed amendments (see Section Il of
this preamble), we received the
following comments from the West
Virginia Highlands Conservancy
(WVHC) concerning the 30 CFR part 732
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issues that are explained within this
notice (Administrative Record Number
WV-1202).

30 CFR Part 732 Letter Dated July 22,
1997

a. 30 CFR 701.5, definitions of “‘other
treatment facilities’” and “‘siltation
structure.” WVHC stated that the
definitions cited by the State in its
December 20, 2000, letter do not include
all of the elements and limitations of
“other treatment facilities.” Without
these elements, WVHC stated, the State
program is less effective than the
Federal program. The WVHC also stated
that the Federal definition of “siltation
structure” is broader than sedimentation
pond.

We disagree with these comments. As
discussed above in Finding c.1, the
State provisions at CSR 38-2-2.110, 38—
2-2.21, 38-2-14.5.b, and 38-2-14.5.c
combined are no less effective than the
Federal definitions of “‘other treatment
facilities” and “siltation structure” at 30
CFR 701.5. While the West Virginia
program does not specifically provide
examples of chemical or mechanical
treatment as does the Federal definition,
that omission alone does not render the
State program less effective, because the
State’s provisions do not exclude nor
prohibit the use of any of the treatment
facilities identified in the Federal
definition of “‘other treatment facilities.”
In addition, the West Virginia program
does have counterparts to the other
aspects of the Federal definition of
“other treatment facilities.” That is, the
State’s program requires the installation
of adequate treatment facilities for the
purpose of meeting applicable State and
Federal effluent limitations and water
quality standards. Such treatment
facilities could include a sedimentation
pond or a series of sedimentation ponds.

b. 30 CFR 761.5, “Significant
recreational, timber, economic, other
values incompatible with surface coal
mining operations’ as it relates to
Federal lands. WVHC stated that
without including the broader and more
specific Federal language, the State
program is less effective than the
Federal program.

We disagree with this comment. As
we discussed above in Finding c.2,
SMCRA at section 522(€)(2) provides
that, subject to valid existing rights, no
surface coal mining operations except
those which exist on the date of
enactment of SMCRA shall be permitted
on any Federal lands within the
boundaries of any national forest:
Provided, however, that surface coal
mining operations may be permitted on
such lands if the Secretary of the
Department of the Interior finds that

there are no significant recreational,
timber, economic, or other values which
may be incompatible with such surface
mining operations. The Federal
regulations at 30 CFR 740.4(a)(5) clearly
provide that it is the sole responsibility
of the Secretary of the Department of the
Interior to make these findings. When
making such determinations on Federal
lands within the State, the Secretary
will use the Federal definition of that
term at 30 CFR 761.5. Since we found
that the State does not have to add a
definition of the term to the West
Virginia program, this 30 CFR part 732
issue is satisfied.

c. 30 CFR 816.104(a) Backfilling and
grading: Thin overburden. WVHC stated
that the State definitions are different
than and narrower than the Federal
definitions. They must therefore be
changed, the WVHC stated, to comply
with the Federal program.

As we discussed above in Finding c.3,
the State’s provisions at W. Va. Code
22-3-13(b)(3) apply to thin and thick
overburden. While the State’s
descriptions of thin and thick
overburden are structured differently
than the counterpart Federal definitions
at 30 CFR 816.104(a) and 816.105(a), the
State’s requirements are, nevertheless,
substantively identical to the Federal
counterpart definitions and the
performance standards.

Federal Agency Comments

Under 30 CFR 732.17(h)(11)(i) and
section 503(b) of SMCRA, we requested
comments on the amendments from
various Federal agencies with an actual
or potential interest in the West Virginia
program by letters dated January 26,
2001 (Administrative Record Number
WV-1199). By letter dated February 14,
2001 (Administrative Record Number
1204), the United States Department of
Labor, Mine Safety and Health
Administration (MSHA) responded to
our request for comments. MSHA stated
that in the event that any long-standing
regulation or an amendment thereto
should change or alter the areas of a
surface or underground coal mine or a
preparation facility, including refuse
piles, impoundments, sealed mines, or
highwalls at surface mines, to please
call MSHA. MSHA also stated that an
MSHA technical inspector will be
assigned to discuss the mine operator’s
approved plans concerning the affected
areas for the amendment at issue.
MSHA'’s comments are outside the
scope of the four part 732 issues
discussed in the above Findings and,
therefore, will not be discussed here.

Environmental Protection Agency (EPA)
Concurrence and Comments

Under 30 CFR 732.17(h)(11)(ii), we
are required to obtain written
concurrence from EPA for those
provisions of the State program
amendment that relate to air or water
quality standards issued under the
authority of the Clean Water Act (33
U.S.C. 1251 et seq.) or the Clean Air Act
(42 U.S.C. 7401 et seq.).

On January 26, 2001, we asked for
concurrence on the amendment
(Administrative Record Number WV-
1198). On July 3, 2001, EPA sent us its
written concurrence, with the
understanding that implementation of
the amendments must comply with the
Clean Water Act (CWA), NPDES
regulations, and other statutes and
regulations under EPA authority
(Administrative Record Number WV-—
1225). There is nothing in the State
counterpart to the part 732 issues
discussed in the Findings above that
prevents compliance with the CWA,
NPDES regulations, or other statutes and
regulations under EPA authority. EPA
provided us no other comments on the
part 732 issues discussed above.

List of Subjects in 30 CFR Part 948
Intergovernmental relations, Surface
mining, Underground mining.
Dated: April 8, 2004.

Brent Wahlquist,

Regional Director, Appalachian Regional
Coordinating Center.

[FR Doc. 04-9538 Filed 4—28-04; 8:45 am]
BILLING CODE 4310-05-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 229

[Docket No. 030630163-4122-02, I.D.
052303F]

RIN 0648—-AR15

Authorization for Commercial
Fisheries Under the Marine Mammal
Protection Act of 1972; Zero Mortality
Rate Goal

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule; request for
comments

SUMMARY: The Marine Mammal
Protection Act (MMPA) was enacted in
1972 with the ideal of eliminating
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mortality and serious injury of marine
mammals incidental to commercial
fishing operations. In 1994, Congress
amended the MMPA and established a
requirement that the level of incidental
mortality and serious injury of marine
mammals be reduced to insignificant
levels approaching a zero rate by April
30, 2001, which is commonly referred to
as the Zero Mortality Rate Goal (ZMRG).
To implement the ZMRG, NMFS must
establish a threshold level for mortality
and serious injury that would meet this
requirement. NMFS proposes in this
rule that this threshold level be 10
percent of the Potential Biological
Removal level (PBR) for a stock of
marine mammals. NMFS solicits
comments on this proposed rule and on
the draft Environmental Assessment
(EA) for this action.

DATES: Comments must be received by
June 1, 2004.

ADDRESSES: Comments should be
submitted to Chief, Marine Mammal
Conservation Division, Office of
Protected Resources, NMFS (F/PR2),
1315 East-West Highway, Silver Spring,
MD 20910. Alternatively, comments
may be submitted by email to 0648-
AR15@noaa.gov, through the Federal e-
Rulemaking Portal, http://
www.regulations.gov (follow the
instructions for submitting comments),
or by facsimile (fax) to (301) 427-2516.
FOR FURTHER INFORMATION CONTACT: Tom
Eagle, Office of Protected Resources,
NMFS, Silver Spring, MD (301) 713—
2322, ext. 105, or email
Tom.Eagle@noaa.gov.

SUPPLEMENTARY INFORMATION:

Electronic Access

Copies of the MMPA Bulletin and
marine mammal stock assessment
reports (SARs) are available at http://
www.nmfs.noaa.gov/prot res/
overview/mm.html#mmpa. Public
comments on the Advance Notice of
Proposed Rulemaking, the draft EA, and
other information related to this
proposed rule are available on the
Internet at the address above or at
http://www.nmfs.noaa.gov/pr/ (see
“Recent News and Hot Topics™).

Background

OnJuly 9, 2003 (68 FR 40888), NMFS
published an advance notice of
proposed rulemaking (ANPR) describing
options for defining provisions of the
ZMRG, which includes the requirement
under the MMPA for commercial
fisheries to reduce incidental mortality
and serious injury of marine mammals
to insignificant levels approaching a
zero mortality and serious injury rate.
The ANPR provides a detailed

discussion of the legislative history
regarding ZMRG.

The ZMRG has been a part of the
MMPA since the statute was enacted in
1972. Although the legislative history is
clear that the ideal for the ZMRG is to
eliminate mortality and serious injury of
marine mammals incidental to
commercial fishing operations, it also
clear that Congress recognized that such
an ideal could not be achieved with
existing technologies. Prior to 1994, the
MMPA contained no specific deadline
for achieving the ZMRG. Thus, the
ZMRG expressed the ideal that U.S.
commercial fisheries should continue to
improve fishing gear and practices to
eliminate incidental mortality rather
than to rely on current fishing
technologies that may continue deaths
of marine mammals.

In 1994, Congress amended the
MMPA and established in section
118(b)(1), 16 U.S.C. 1387(b)(1), a
deadline of April 30, 2001, to reduce
incidental mortality and serious injury
of marine mammals to insignificant
levels approaching a zero rate. With the
establishment of the deadline, the
ZMRG moved from a philosophy of
continually seeking to improve fishing
methods and technologies to a goal with
a specific deadline.

The ZMRG is described in MMPA
section 118(b). First, this section
establishes target levels of incidental
mortality and serious injury
(insignificant levels approaching a zero
mortality and serious injury rate) and a
date to achieve the target (April 30,
2001). Second, the MMPA states that
fisheries that maintain insignificant
levels of serious injury and mortality of
marine mammals approaching a zero
rate shall not be required to further
reduce their mortality and serious injury
rate. Third, the MMPA directs NMFS to
complete a review of the progress of all
commercial fisheries, by fishery, toward
the target levels of incidental mortality
and serious injury and to submit to
Congress a report of the review. The
report must also note any commercial
fishery for which additional information
is required to accurately assess the level
of incidental mortality and serious
injury of marine mammals in the
fishery. Finally, if the results of the
review indicate that mortality and
serious injury incidental to a
commercial fishery are inconsistent
with target levels of mortality and
serious injury, then NMFS must take
appropriate action under MMPA section
118(f), which provides the process for
developing and implementing take
reduction plans (TRPs).

The MMPA directs NMFS to develop
and implement a TRP in cases where

strategic stocks (threatened, endangered,
or depleted stocks or stocks for which
human-caused mortality exceeds the
calculated PBR) interact with Category |
or Il fisheries (Category | and Il fisheries
are those that have frequent or
occasional, respectively, incidental
mortality and serious injury of marine
mammals; see definitions at 50 CFR
229.2), and the MMPA allows NMFS to
develop and implement a TRP for cases
in which a non-strategic stock interacts
with a Category | fishery which NMFS
determines has a high level of mortality
and serious injury across a number of
such stocks. The MMPA contains no
provisions for NMFS to develop and
implement a TRP to reduce mortality
and serious injury of non-strategic
stocks of marine mammals incidental to
Category Il fisheries.

The MMPA provides that the short-
term goal of a TRP is to reduce mortality
and serious injury of marine mammals
to levels below PBR within 6 months.
The MMPA states that the long-term
goal of a TRP is to reduce, within 5
years of its implementation, the
incidental mortality and serious injury
of marine mammals incidentally taken
in the course of commercial fishing to
insignificant levels approaching a zero
mortality and serious injury rate, taking
into account the economics of the
fishery, the availability of existing
technology, and existing state or
regional fishery management plans.
Neither the MMPA nor its legislative
history indicate how these factors must
be taken into account. The legislative
history, however, indicates that
Congress understands that available
technologies may be insufficient to
achieve the ideal goal of eliminating
incidental mortality and serious injury
of marine mammals within the
economic constraints of commercial
fisheries.

The MMPA does not address clearly
the situation in which available
technology is insufficient to reduce
incidental mortality and serious injury
to insignificant levels in a manner that
is economically feasible for fisheries.
The legislative history makes repeated
references to Congressional intent to
avoid shutting down fisheries or putting
an overwhelming economic burden on
fisheries to achieve the goal, and it
contains many references to the use of
the best available technologies as
evidence of progress toward the ZMRG.
The requirement in MMPA section
118(b)(1) provides no allowance for
consideration of economics and
technology in fisheries having reduced
incidental mortality and serious injury
to insignificant levels approaching a
zero rate. However, MMPA section



Federal Register/Vol. 69, No. 83/ Thursday, April 29, 2004 /Proposed Rules

23479

118(f) specifically incorporates this
consideration into the long-term goal of
TRPs to reduce mortality and serious
injury to insignificant levels
approaching a zero rate.

Finally, the ZMRG does not explicitly
exclude any commercial fisheries from
achieving target levels of mortality and
serious injury, and it does not exclude
any marine mammal stocks from
consideration. The MMPA, however,
contains no provisions to develop TRPs
for non-strategic stocks that are killed or
seriously injured incidental to Category
Il fisheries. Thus, if a Category Il fishery
takes a non-strategic stock at levels
higher than insignificant and
approaching a zero mortality and
serious injury rate, the MMPA has no
mechanism to further reduce such
mortality and serious injury.

The meaning of ZMRG under MMPA
section 118 is not clear, and to
implement provisions of the MMPA
related to ZMRG, NMFS needs to define
the level of mortality and serious injury
that would be considered as
insignificant levels approaching a zero
rate. As described in NMFS’ MMPA
Bulletin (June/July 1995, p. 3) there
were three major questions related to
the ZMRG: (1) What does insignificant
mean, (2) how close to zero do we need
to approach, and (3) what rate should be
used as the measurement?

NMFS addressed the first question by
proposing a rule that would provide that
the ZMRG address the biological
significance of the levels of incidental
mortality and serious injury to marine
mammal stocks. In addressing
“‘approaching a zero rate”’, NMFS stated
its intent to control incidental loss of
marine mammals through regulation or
restrictions on fisheries to the point
where these losses are biologically
insignificant to marine mammal stocks.
However, NMFS would continue to
work with the fishing industry to
design, refine, and use technologies and
methods that are more ““marine mammal
friendly”. Thus, NMFS intended to
incorporate “‘approaching a zero rate”
through incentive and improvement of
available technologies and methods
after incidental mortality and serious
injury are reduced to a point where they
are biologically insignificant.

Regarding the appropriate rate, NMFS
noted that from 1988 though 1994, the
rate of incidental mortality that had
been used in classifying fisheries was
the number of takes by an individual
vessel in a 20—day period. NMFS also
considered an alternative rate as the
number of marine mammals in a stock
killed incidental to commercial fisheries
in a year. Neither of these rates were
directly related to biological

significance. However, a rate that
expresses annual fishery-related
mortality as a function of population
size or productivity would address
biological significance of the mortality.

In 1995, NMFS proposed a rule (60 FR
31666, June 16, 1995) that, among other
things, proposed a level of mortality that
would have an insignificant impact on
marine mammals stocks as 10 percent of
any stock’s PBR. That definition was
removed from the final rule (60 FR
45086, August 30, 1995), and since that
time, NMFS has not promulgated final
regulations to define ZMRG.

In August 2002, several organizations
filed suit against NMFS alleging that
NMPFS failed to meet requirements of
MMPA section 118. These organizations
and NMFS negotiated a settlement
agreement that requires, among other
things, for NMFS to define the ZMRG
through regulations and to submit to
Congress the report on fisheries’
progress toward the ZMRG as required
by MMPA section 118(b)(3).

In an ANPR related to the ZMRG (68
FR 40888, July 9, 2003), NMFS
described three options for defining an
insignificance threshold (the maximum
number of incidental mortalities or
serious injuries that a population stock
of marine mammals could sustain and
be considered insignificant to the
population), described 2 options for
incorporating available technology and
economic feasibility into the evaluation
of a fishery relative to target mortality
and serious injury levels, and solicited
comments on these options or the
identification of additional options
related to the ZMRG. NMFS has
considered comments received on the
ANPR and is providing responses to
these comments in this proposed rule.

Key Issues Related to the ZMRG

Despite substantial attention in the
legislative history of the MMPA, the
ZMRG remains confusing in certain key
areas. The following discussion presents
some of these confusing points as
guestions and addresses each question.

What Is the ZMRG?

The ZMRG is described in section
118(b) of the MMPA and includes
provisions in other parts of the MMPA
as well. In simple form, the ZMRG
contains the following:

(1) A target for reducing incidental
mortality and serious injury and a
deadline by which the target is to be
achieved,;

(2) A statement that fisheries that
have achieved the target shall not be
required to further reduce incidental
mortality and serious injury rates;

(3) A requirement for submitting a
report to Congress describing fisheries’
progress toward the target and notes
fisheries for which additional
information is required to assess levels
of incidental mortality and serious
injury; and

(4) A mechanism (the TRP process) to
reduce levels of incidental mortality and
serious injury in fisheries that have not
met the target (within that mechanism,
the economics of the fishery, availability
of existing technology, and existing
fishery management plans must be
taken into account).

In this document, NMFS proposes an
insignificance threshold as the target
level of mortality and serious injury for
all stocks of marine mammals. The
insignificance threshold for each stock
is 10 percent of that stock’s PBR unless
the Assistant Administrator for
Fisheries adjusts that value and
provides a rationale for such an
adjustment.

In cases where total fishery mortality
and serious injury exceed a stock’s
insignificance threshold, item (4) above
directs NMFS to take appropriate action
under the TRP process. TRPs apply to
Category | and Il fisheries and not to
Category Il fisheries. Therefore,
Category Il fisheries are not required to
further reduce mortality and serious
injury through the TRP process;
however, NMFS intends to work with
Category Il fisheries through incentive
and improved fishing technologies to
reduce incidental morality and serious
injury as resources allow (see response
to comment 42).

What Is an Insignificant Level of
Incidental Mortality and Serious Injury?

In 1995 NMFS discussed various
interpretations of the term “significant”
and proposed that “insignificant”
within the ZMRG should relate to the
biological significance of incidental
mortality and serious injury to marine
mammal stocks (MMPA Bulletin, June/
July 1995). An insignificant level of
incidental mortality and serious injury
is one that has an insignificant impact
on any stock of marine mammals. Three
options for such levels were described
in the 2003 ANPR, and each of these
could be defended as having an
insignificant impact on marine mammal
stocks.

Why Is the Deadline Important?

The deadline emphasizes a date by
which Congress intended for incidental
mortality and serious injury to be
reduced to insignificant levels
approaching a zero rate and creates an
expectation that all incidental mortality
and serious injury will be sufficiently
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reduced at some point in time. Prior to
1994, there was no specific deadline for
achieving target levels of mortality and
serious injury, and the ZMRG was more
of a philosophy than a specific goal.
That philosophy included the
understanding that unnecessary deaths
of marine mammals should be avoided,
and, to the extent feasible, mortality and
serious injury incidental to fishing
operations should be eliminated.
However, Congress was fairly clear in
the legislative history of the MMPA that
the available technology was
insufficient to achieve the goal of
eliminating incidental mortality and
serious injury. Thus, the underlying
philosophy of the ZMRG maintained
that when new fishing practices or gear
that would reduce mortality and serious
injury became available, the fishing
industry would adopt them. The
deadline put an urgency on achieving
an undefined goal and promoted
confusion and frustration among a
variety of constituents.

How Will Incidental Mortality and
Serious Injury Levels Approach a Zero
Rate?

An important part of answering this
guestion lies in the choice of an
appropriate rate to measure. The
number of incidental mortalities and
serious injuries in a year is a rate with
mortalities and serious injuries as the
numerator and time (one year) as the
denominator. If NMFS identified this
rate as the appropriate measure for the
ZMRG, then fisheries would have to
reduce annual incidental mortality and
serious injury to levels approaching
zero. However, mortalities and serious
injuries per year is not the only rate that
could be incorporated into the ZMRG.
For example, in implementing the
provisions of MMPA section 114, which
were enacted in 1988, NMFS used a
different mortality and serious injury
rate for classifying fisheries. In its
implementing regulations for MMPA
section 114, NMFS defined frequent,
occasional, and remote likelihood
takings of marine mammals in terms of
the number of marine mammals
incidentally taken by an average fishing
vessel in a 20—day period. More than
one take per 20—day period was
considered frequent, about one take per
20—day period was considered
occasional, and remote likelihood meant
that it was highly unlikely that any
marine mammal would be taken by a
vessel in a 20—day period. Thus, from
1988 through 1994, the pertinent rate
was the number of marine mammals
taken by a single fishing vessel in a 20—
day period.

In 1994 and 1995, when preparing
regulations to implement section 118 of
the MMPA, NMFS rejected the
previously used rates for classifying
fisheries because they had no biological
relevance. For example, a vessel in a
small fishery (one with few participants
or one that operated for a limited
duration) could take several marine
mammals from a large stock in a 20—day
period, and that fishery would have
little, if any, impact on the affected
population. On the other hand, a large
fishery could have a severe impact on a
small population even if the per vessel
take over a 20—day period was
exceedingly small (i.e., approaching a
zero rate). In its implementation of
MMPA section 118, NMFS defined
frequent, occasional, and remote
likelihood in terms of marine mammal
stocks’ ability to sustain mortality (i.e.,
a function of the affected stock’s PBR).
Furthermore, NMFS proposed that an
insignificant level of mortality and
serious injury would be a small portion
of the affected stock’s PBR. Thus, since
1994, NMFS has considered the
pertinent rate for the ZMRG to be the
annual number of individuals in a stock
of marine mammals killed or seriously
injured incidental to commercial fishing
per 1,000 animals in the affected stock.

In the ANPR published in 2003 for the
current proposed rule, NMFS described
three options for insignificance
thresholds that can be mathematically
re-arranged to be the product of a stock’s
Nmin and a rate constant. Under the 3
options, the rate constants varied from
0.0002 (10 percent of PBR for an
endangered cetacean stock) to 0.006 (10
percent of PBR of a pinniped stock
within its OSP [Option 1] or 10 percent
delay in recovery of a pinniped stock
[Option 2]). These options, therefore,
define “‘rate’”” as the number of marine
mammals incidentally killed or
seriously injured by a fishery in a year
as a function of the population size of
the stock. Such “rates’ are biologically
relevant, and the result of each option
is so small that it could be considered
‘“‘approaching a zero * * *rate”.

Would a Fishery Be Closed if It Missed
the Target Mortality and Serious Injury
Level by the Deadline?

A fishery would not be closed under
the ZMRG simply because its incidental
mortality and serious injury rate was
above the target level at the deadline.
The ZMRG specifically states that if
mortality is higher than target levels,
then NMFS should take appropriate
action under MMPA section 118(f),
which provides for developing and
implementing TRPs. The MMPA
requires that the long-term goal of TRPs

must consider available technology and
the economics of the fishery.

There is clearly a conflict within the
MMPA because the statute has a very
specific goal (reach the target by the
deadline), and it does not specifically
provide the consequences for a fishery
not having reduced incidental mortality
and serious injury to target levels by the
deadline. However, the MMPA
specifically states that the mechanism to
reduce mortality and serious injury (the
TRP process) must take into account
technological and economic constraints
in the long-term goal of TRPs, and
NMFS must follow the TRP process
under MMPA section 118(f) in
regulating to reduce mortality and
serious injury of marine mammals
incidental to commercial fisheries.

Comments and Responses

NMFS received 14 letters, each of
which contained comments on various
aspects of the ANPR. These letters are
available for review (see Electronic
Access). These letters contain a wide
range of views on the meaning of the
ZMRG and on fisheries’ achievement of
this goal. Comments addressed 5 major
topics: (1) General aspects of the ZMRG
and related concepts, (2) the options for
insignificance threshold that were
described in the ANPR, (3) the concept
of “approaching zero”, (4) incorporating
economic feasibility and available
technology, and (5) recommended
alternatives other than the options
included in the ANPR. A summary of
these comments and NMFS’ responses
to them are grouped accordingly.

General Comments

Comment 1: ZMRG is an unnecessary
tool that distorts ecosystem-based
biological management by placing
marine mammals above all other
species. Indeed, a zero mortality policy
is the equivalent of treating all marine
mammals as if they have been listed
under the Endangered Species Act
(ESA), even if their populations are
healthy and growing.

Response: The ZMRG is a requirement
under the MMPA, and, therefore, NMFS
must implement it.

Comment 2: There are consequences
for other species that flow from
managing the oceans to give marine
mammals the first and highest priority.
While no one supports or condones
actions leading to marine mammal
mortality and injury, ZMRG is an
inappropriate management tool because
it ignores the needs of other species in
the ocean ecosystem. It also ignores the
needs and interests of other ocean users.
Certainly, the ZMRG objective of
maintaining marine mammal
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populations at or near their maximum
population level in the ecosystem is
important. So is providing food for
people and jobs for workers. The
commercial seafood industry deserves
consideration as well.

Response: As noted in the response to
comment 1, the ZMRG is a part of the
MMPA and must be implemented. The
process to achieve target levels of
incidental mortality and serious injury
(i.e., TRPs) must consider available
technology and the economics of
fisheries, as well as state or regional
fishery management plans. Therefore,
the economics of the fishing industry
are considered in the process for
implementing the ZMRG as provided
under the MMPA.

Comment 3: The problem with ZMRG
begins with the statutory formula for
determining the PBR that can be
allowed for a marine mammal species.
To compute PBR, the minimum
population is multiplied by 50 percent
of the maximum annual net
reproductive rate. The resulting number
is then reduced by a recovery factor of
0.1 for endangered species, 0.5 for
threatened or status uncertain species,
and 1.0 for others. The policy question
is why scientists should not use the
actual population level and
reproduction rate supported by the data
rather than the minimum population
level and only half of the reproduction
rate.

Response: This comment describes a
common misinterpretation of the
elements used in calculating PBR, upon
which the various options for
identifying an insignificance threshold
were based. The PBR equation as
provided under the MMPA uses an
estimate of the abundance of the
affected stock, an estimate of its annual
net production, and a recovery factor.
The actual abundance of marine
mammals in all stocks of marine
mammals is unknown. NMFS must,
therefore, use an estimate of that
abundance. Each such estimate contains
a statistical variance; therefore, each
estimate contains uncertainty regarding
the actual number of animals in the
population. Use of the minimum
population estimate (Nmin), which is
usually a lower limit of a confidence
interval about the estimate, provides
reasonable assurance that there is at
least the number of estimated
individuals in the population as
provided in the definition of “minimum
population estimate” under MMPA
section 3(27), 16 U.S.C. 1362(27).

The productivity term in the PBR
equation (one half the maximum
theoretical or estimated net productivity
rate of the stock at a small population

size (Rmax)) apparently causes
confusion as well. According to the
logistic model, which is the underlying
theory supporting the PBR approach,
the per capita rate of increase is at its
maximum when the population is very
small relative to the carrying capacity.
As the population grows, the per capita
rate of increase decreases steadily until
the population reaches its carrying
capacity, at which time the population
no longer grows.

One half Rmax is the per capita rate
of increase expected under the logistic
model when the population is at an
abundance that would yield the greatest
net annual production. If the PBR
equation used a rate of increase higher
than one half Rmax, the resulting PBR
may represent a level of mortality that
is higher than a population could
sustain, and repeated annual mortality
at that level could cause the population
to decline below its Optimum
Sustainable Population level (OSP).
Such a situation would be inconsistent
with the definition of PBR under the
MMPA and with the MMPA goal of
maintaining marine mammal stocks
within their OSP levels.

Comment 4: The net result of the
ZMRG is that marine mammal
populations are maintained at 90
percent or more of the carrying capacity
of the ecosystem. For no other ocean
species is the management objective to
return populations to their pristine
level. This objective can only be
achieved at the expense of other species,
including endangered and threatened
species. Equally important, this
objective is achieved at the expense of
providing food for the people of the
country and the world because ZMRG
will restrict commercial fishing even
when there is no reasonable or
foreseeable threat to healthy marine
mammal populations.

Response: The MMPA does not
provide an objective of returning marine
mammals to pristine levels. As provided
in response to comment 1, ZMRG is a
requirement under the MMPA, and,
therefore, NMFS is implementing it. The
ZMRG applies only to mortality and
serious injury incidental to commercial
fishing operations; however,
populations of marine mammals are
affected by many other factors in their
environments. If target levels of
incidental mortality and serious injury
were achieved, populations of marine
mammals would not necessarily
equilibrate at 90 percent or higher of
their carrying capacities because other
factors may limit population growth.
Incidental mortality and serious injury
by commercial fisheries below the
insignificance threshold, however,

would mean that fishing related
mortality and serious injury are
insignificant factors in the population
trend of the affected marine mammal
stock.

Comment 5: A review of the origins of
the ZMRG concept clearly demonstrates
that any NMFS rule using ZMRG as a
regulatory standard designed to return
marine mammal populations to their
pristine levels is contrary to
Congressional intent.

Response: Regulatory objectives do
not include returning marine mammal
populations to pristine levels. The
ZMRG, however, expresses
congressional intent that mortality and
serious injury of marine mammals
incidental to commercial fishing
operations be reduced as low as feasible
and termed such a level as an
“insignificant level approaching a zero
mortality and serious injury rate”. A
level of mortality and serious injury
incidental to commercial fisheries that,
by itself, would allow a population to
equilibrate to a level within 90 percent
of its carrying capacity would be
considered insignificant to the
population.

Comment 6: Section 118(f) of the
MMPA notes that, while the long-term
goal of take reduction plans is to reduce
incidental mortality and serious injury
to insignificant levels approaching a
zero mortality and serious injury rate,
the plans also are to take into account
the economics of the involved fisheries
and the technological limitations for
achieving the goal. That is, the ZMRG is
not intractable but simply requires
continued vigilance to reduce mortality
and serious injury to the greatest extent
possible, keeping in mind competing
economic and technological factors.

Response: This comment confuses the
mechanism to reduce mortality and
serious injury (TRPs) with the ZMRG.
As noted in other parts of the preamble
(see Background and What is the
ZMRG?), a TRP is the mechanism by
which incidental mortality and serious
injury are to be reduced, and ZMRG is
described in MMPA section 118(f)
regarding the long-term goal of TRPs to
include consideration of the economics
of the fishery and available technology.
NMFS does not negate those
considerations in this proposed rule.
Comments 57-64 and their respective
responses also address technology and
economics.

Comment 7: We are disappointed to
note that ““zero mortality’ for all
fisheries was to have been met by April
30, 2001, through a 5—-year Take
Reduction Plan, a statutory requirement
under the MMPA that was to have been
implemented no later than 1996. We are
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further disappointed to note that to this
date there are still many fisheries
without the required TRPs even
established.

Response: NMFS has developed and
implemented TRPs and monitored the
performance of fisheries under these
TRPs to the maximum extent that
resources allow. Congress anticipated
that resources would limit the
government’s ability to implement all
plans at once and in MMPA section
118(f)(3) established priorities for
developing and implementing TRPs.
NMFS has used these priorities in
determining which TRPs to develop and
implement first.

Comment 8: Despite the fact that
NMFS is under the aegis of the
Department of Commerce, it is still
required by law to protect marine
mammals, not conserve them because of
their importance to the tuna fishing
industry as long as such sustainable use
is “insignificant”.

Response: Although the MMPA is
designed to protect marine mammals,
there are many provisions within the
MMPA that allow the taking of marine
mammals. MMPA section 118 and the
provisions in that section related to
ZMRG require NMFS, in developing and
implementing TRPs, to consider the
economics of affected fisheries.

Comment 9: A restrictive definition of
the ZMRG is biologically unnecessary.
The three components of the PBR
calculation are sufficiently conservative,
even before consideration of the ZMRG.

Response: Although a marine
mammal population could be
maintained within its OSP so long as
human-caused mortality does not
exceed PBR, the MMPA states that
mortality and serious injury of marine
mammals incidental to commercial
fisheries shall be reduced to
insignificant levels approaching a zero
morality and serious injury rate. The
legislative history of the ZMRG clearly
expresses the ideal that any unnecessary
mortality of marine mammals should be
avoided if feasible. Furthermore, the
MMPA specifically states that reducing
mortality and serious injury to PBR
levels is only the short-term goal of a
TRP, and reducing mortality and serious
injury to levels consistent with the
ZMRG, taking into account listed
factors, is the long-term goal of a TRP.

Comment 10: The Pacific Scientific
Review Group (SRG) has been urging
NMFS to officially define ZMRG for four
years with little response. The current
rush to do so now appears to come only
in response to litigation and has left
little time to arrange for joint or
individual meetings of the SRGs to
discuss these options with scientists

from NMFS. The recurring
““management by lawsuit’’ operational
style adopted by NMFS does not lend
itself to well-reviewed scientific
discussions.

Response: The ZMRG is a major
provision of MMPA section 118, and
NMFS has implemented section 118 as
completely and rapidly as possible. The
current effort to define these terms was
publicly initiated with the ANPR on
July 9, 2003, and will be completed
sometime in 2004. The various
opportunities for public comment
included in this process allow for ample
discussions related to the definitions.

Comment 11: The ANPR cited the
opinion of the Center for Marine
Conservation (now called the Ocean
Conservancy) to justify continued kill of
dolphins in the eastern tropical Pacific
Ocean (ETP) and equate mortality below
PBR levels as constituting ‘‘zero
mortality”’. NMFS should not use the
opinion of only one organization, and
the reference is unacceptable and
misleading.

Response: This comment
misinterprets the intent of the reference
to the Center for Marine Conservation’s
testimony. There was no suggestion that
any level of incidental mortality
constituted ““zero mortality”. NMFS
cited the opinion of the Center for
Marine Conservation in its comparison
of stock-specific dolphin mortality
limits to the ZMRG. In its review of the
hearing record for the International
Dolphin Conservation Program Act
(IDCPA), which established dolphin
mortality limits, NMFS found only the
Center’s testimony making such a
comparison. Therefore, the citation of
only one opinion was appropriate.

Comment 12: Little information
related to accurate mortality estimates is
available and much information is
unreliable. Therefore, mortality limits
based upon assumed levels of mortality
are likely to fail to give adequate
protection to marine mammals.

Response: The evaluation of fisheries
progress toward the ZMRG must be
made according to the information
available and is, therefore, subject to the
limits of such information. MMPA
section 118 also requires a report to
Congress on fisheries progress toward
the ZMRG, and that report will, by
statutory direction, contain a section
that identifies those commercial
fisheries for which additional
information is required to accurately
assess the level of incidental mortality
and serious injury of marine mammals
in the fishery. Therefore, NMFS will
identify cases in which data are
inadequate to accurately assess the level

of incidental mortality and serious
injury of marine mammals.

Comment 13: At the heart of the
ZMRG process is the significant
problem of lack of adequate data on
which to base stock assessments. There
is often no way of knowing how many
animals there are in a given population,
nor are we able to accurately determine
the impact of mortalities in many
fisheries. Because of a lack of resources,
there are a number of fisheries about
which we knowv little. For this reason,
the take reduction teams have often
found it difficult to adequately and
accurately assess the success or failure
of their proposed management regimes.

Response: Adequate information upon
which to base a TRP and to evaluate its
success is a vital part of the regime to
govern interactions between marine
mammals and commercial fishing
operations. NMFS places a high priority
on collecting the data necessary to
develop and implement TRPs and to
evaluate their success. Unfortunately,
the costs of such evaluation is high and
limits NMFS’ ability to develop and
implement additional TRPs.

Comment 14: While we feel that a
zero mortality rate for any marine
species is largely unrealistic and not
achievable, we support the concept of
the ZMRG, provided that the levels of
incidental mortality and serious injury
that may be established serve as goals
and not compliance thresholds for
mortality reduction.

Response: The ZMRG has several
elements, including a target level of
mortality and serious injury and a
statement that once a fishery has
achieved target levels, no further
reduction in mortality and serious
injury rates is required. Therefore, the
insignificance threshold serves as a goal,
and it establishes a limit to reductions
in incidental mortality and serious
injury that would be required. This level
of mortality and serious injury is also
the long-term goal for TRPs, and the
regulatory mechanisms to achieve this
goal must take into account existing
technologies and the economics of
fisheries.

Comment 15: The most explicit
command regarding ZMRG is in MMPA
section 118(b)(1), which states,
“Commercial fisheries shall reduce
incidental mortality and serious injury
of marine mammals to insignificant
levels approaching a zero mortality and
serious injury rate within 7 years after
[April 30, 1994].” Therefore, achieving
such a level of mortality and serious
injury is not an option; rather it is an
unambiguous command of the statute,
and such a command leaves no room for
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consideration of the ““feasible
economics” of a given fishery.

Response: Unfortunately, the phrase
“insignificant levels approaching a zero
mortality and serious injury rate” is not
clear and unambiguous. Therefore, the
purpose of this proposed rule is to
clarify this phrase by quantifying such
levels of mortality and serious injury.
Further, there are three other
commands, in section 118(b)(2—4). Once
a fishery has achieved target levels of
incidental mortality and serious injury,
no further reduction is required; a report
on fisheries’ progress in reducing
incidental morality and serious injury is
required; and fisheries above target
levels of incidental mortality and
serious injury must be addressed
through appropriate action in the TRP
process under MMPA section 118(f).
The consideration of feasible economics
is directed toward the long-term goal of
a TRP under MMPA section 118(f),
which is the mechanism to reduce
mortality and serious injury of marine
mammals incidental to commercial
fisheries.

Comment 16: The ZMRG should be
taken to mean the implementation of a
precautionary approach to marine
mammal management and that in taking
action to protect marine mammal
populations, any loss of, or potential
harm to, such animals should be
avoided. Any human-caused marine
mammal mortality is undesirable and
the ideal objective of any fisheries
management plan should be to
eliminate such loss.

Response: Eliminating loss of marine
mammals incidental to commercial
fishing is an ideal objective. The
legislative history of the MMPA is
reasonably clear that achieving zero
mortality and serious injury is not
likely, but should remain the ideal
objective.

Insignificance Threshold

Comment 17: Option 3, 0.1 percent of
Nmin (cetaceans) and 0.3 percent Nmin
(pinnipeds), is an acceptable level by
which cetacean and pinniped species
should be managed. This is consistent
with the established standard for an ETP
dolphin insignificance threshold, which
was defined by Congress.

Response: Option 3 is consistent with
the established standard for ETP
dolphins under MMPA section 302, 16
U.S.C. 1412. However, other alternatives
are also consistent with the intent of the
MMPA in provisions under MMPA
section 118, and NMFS is proposing an
insignificance threshold as 10 percent of
a stock’s PBR.

Comment 18: If NMFS decides to
adopt a numerical goal for protected

species, we recommend Option 2 (10
percent delay in recovery).

Response: Among options in the
ANPR, Option 2 would provide the
highest numbers of marine mammals
that would be considered as an
insignificant level of morality and
serious injury. However, it would
establish an insignificance threshold for
stocks of endangered species that is
equal to the PBR for these stocks, which
would be inconsistent with the two
goals (short- and long-term) of TRPs
included in the MMPA.

Comment 19: Option 1 suggests that
OSP should be 90 percent of carrying
capacity for healthy stocks, 95 percent
for status uncertain stocks, and 98
percent for endangered, threatened or
depleted stocks. Option 2 suggests that
OSP is 90 percent of carrying capacity,
while Option 3 suggests OSP is 95
percent of carrying capacity. However,
NMFS has already defined OSP as a
range of population levels between 60
percent and 100 percent of carrying
capacity. It is inappropriate, unwise,
and likely a violation of law to use this
ANPR to redefine OSP only for
commercial fishermen.

Response: As noted in this comment,
NMFS has used the range of population
sizes from 60 percent of a stock’s
carrying capacity to the stock’s carrying
capacity as a marine mammal stock’s
OSP in evaluating whether a population
stock of marine mammals is depleted
under the MMPA.. However, NMFS is
not using this action to redefine OSP.
The statements in the ANPR that marine
mammal populations would reach
levels of 90 percent to 98 percent of the
stock’s carrying capacity do not redefine
carrying capacity. Rather, these
statements indicate that mortality and
serious injury of marine mammals
incidental to commercial fisheries that
did not exceed the insignificance
thresholds under the three options
would allow marine mammals to
equilibrate within their OSP, near the
carrying capacity, if other factors did
not limit population growth.

Comment 20: In 1995, NMFS
proposed a rule in which a fishery
would be deemed to have met the
ZMRG if it, in combination with all
other interacting fisheries, killed and/or
seriously injured no more than 10
percent of the PBR level of any stock.
We supported this proposed definition.
NMPFS also proposed that in cases where
incidental mortality and serious injury
of all fisheries exceeded 10 percent of
any stock’s PBR, a single fishery would
be deemed to have met the ZMRG if it
was responsible for killing or seriously
injuring less than one percent of the
PBR for that particular marine mammal

stock. We opposed this provision
because if there were more than 10
interacting fisheries and each took 1
percent of the PBR, a stock could be
unfairly and significantly disadvantaged
over a stock with only a single
interacting fishery. We are pleased to
see that NMFS has not proposed this
again as one of the options.

Response: In 1995, the proposed rule
contained a provision to address
situations where more than one fishery
caused mortality and serious injury of a
marine mammal stock and where total
fishery mortality for that stock exceeded
10 percent of the stock’s PBR. In these
cases, NMFS proposed that a fishery
that killed or seriously injured no more
than 1 percent of the stock’s PBR would
be consistent with the ZMRG. In 1995,
there were no cases where more than 10
fisheries killed or seriously injured a
stock of marine mammals incidental to
their operations. The ANPR did not
address these same situations although
there are cases where more than one
fishery causes incidental mortality and
serious injury of the same marine
mammal stock, and incidental mortality
and serious injury of that stock are
above 10 percent of the stock’s PBR.
This proposed contains no provision to
address this situation because none is
needed (see related discussion under
the headings “What Is the ZMRG” and
“The Proposed Rule”).

Comment 21: In all of its annual stock
assessments since 1995, NMFS has used
10 percent of PBR as one of the
measures for assessing the status of
stocks. NMFS provides no justification
in the current ANPR that suggests that
this de facto definition was no longer
considered scientifically justifiable or
unfeasible. There is no apparent need
for a new interpretation of the
definition.

Response: NMFS is proposing to use
10 percent of PBR as the insignificance
threshold in part to avoid confusion that
would result by changing from its use in
SARs since 1995.

Comment 22: Option 1 is generally
the most protective of endangered
stocks. As stock abundance increases,
Options 1 and 3 begin to equalize and
finally end with Option 3 being the
most protective of abundant stocks.
NMFS should afford priority to
protecting vulnerable stocks in its
choice of definitions for the ZMRG. For
this reason alone, Option 1 is the
preferable option to assure adherence to
the intent of the MMPA.

Response: NMFS proposes to use
Option 1 as the insignificance threshold.

Comment 23: Option 1 is simple to
calculate for each stock. Furthermore, it
is scientifically justifiable.
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Response: NMFS is proposing Option
1 as the insignificance threshold.

Comment 24: In a report of a joint
meeting of SRGs in 1999, it was noted
that 0.1 percent of a stock’s Nmin
(which is the formula for calculating
long-term dolphin mortality limits for
the purse seine fishery for yellow-fin
tuna in the Eastern Tropical Pacific
Ocean) yielded similar results to 10
percent of a stock’s PBR. One might
expect that scientists who can analogize
the essential results of what are now
being called Options 1 and 3 could
justify either. Thus, either has scientific
merit.

Response: Options 1 and 3 yield
similar results for cetacean stocks of
unknown, depleted, or threatened
status, and NMFS has used default
values in calculating the PBR.

Comment 25: For the majority of
stocks, the objective of avoiding
significant population-level effects is
likely met by reducing mortality and
serious injury to a point below PBR for
each marine mammal stock, particularly
those that are not depleted, threatened,
or endangered.

Response: Annual human-caused
mortality remaining below PBR would
not prohibit a stock from reaching OSP
nor cause it to be reduced below its
OSP. The short-term goal of TRPs
addresses this point; however, under
MMPA section 118(f), TRPs have a long-
term goal to reduce incidental mortality
to insignificant levels approaching a
zero mortality and serious injury rate.

Comment 26: In the case of some
endangered species, for example
Hawaiian monk seals, mortality and
serious injury at the PBR level could
still have significant population effects.
The PBR for monk seals is about five
animals, and the removal by incidental
mortality and serious injury of five adult
females, particularly those near the peak
of their reproductive potential, annually
could have grave consequences for
individual reproductive colonies.

Response: NMFS is aware of the
limits of the logistic model and its
application to small, declining
populations, such as Hawaiian monk
seals. Thus, rather than apply a simple
mathematical formula to monk seals,
NMFS may adjust the insignificance
threshold based on the circumstances.
In such a case, NMFS would explain its
departure from the simple mathematical
approach.

Comment 27: Relatively small levels
of fisheries-related mortality and serious
injury also take on added significance
when considered in combination with
other factors that may be affecting a
stock.

Response: NMFS proposes to use an
adjustment, generally a reduction, of
insignificance thresholds to address
such situations as needed.

Comment 28: The options in NMFS’
ANPR can be evaluated under the
following considerations: (1) Do the
options take advantage of the
information available on the species or
stock involved, (2) are they relatively
simple or straightforward to implement,
and (3) are they suitably protective and
consistent with the statutory mandate?
Option 1 would use all the information
currently available for the PBR process,
but options 2 and 3 may not use all such
information, particularly where
estimated, rather than default, values for
population growth were used in
calculating PBR. All three options
appear to be relatively easy to
implement. However, only Option 1
would increase the level of protection
provided as a stock’s status worsens.
Because PBR may not provide adequate
protection for endangered stocks,
increasing the level of protection as a
stock declines seems prudent and
precautionary.

Response: NMFS agrees that all three
options would be easy to implement
and that Options 2 and 3 do not
necessarily use all available data in
those few cases where estimated, rather
than default, values for population
growth are used in the PBR calculation.
NMPFS also agrees that Option 1 would
provide the greatest level of protection
for endangered stocks; therefore, NMFS
is proposing Option 1 as the
insignificance threshold.

Comment 29: From a biological
perspective, the ZMRG is in some
aspects similar to the negligible impact
standard, each standard striving to have
insignificant levels of mortality.

Response: NMFS agrees.

Comment 30: We disagree with the
statement that the use of 10 percent of
PBR in a final rule could result in the
over-regulation of some fisheries and
the assertion that the use of Option 1
could result in the over-regulation of
some fisheries.

Response: The MMPA states that a
TRP, which is the mechanism for
reducing mortality incidental to
commercial fishing, must take into
account available technology and the
economics of fisheries under the long-
term goal. NMFS recognizes these
considerations in developing and
implementing TRPs. Consequently, the
potential for over-regulation is
diminished.

Comment 31: While Option 2 would
likely maintain populations at or above
90 percent of the carrying capacity, it

would not adequately protect threatened
and endangered stocks.

Response: Option 2 would not be
consistent with section 118(f)(2) (see
comment 32 and response); therefore,
NMFS is not proposing to use it.

Comment 32: Option 2 would allow
the ZMRG to be achieved when
incidental mortality was equal to the
PBR for endangered species. Therefore,
this option is inconsistent with the
requirement in section 118(f)(2) of the
MMPA for a short-term goal of reducing
incidental mortality and serious injury
to levels less than PBR and a long-term
goal of insignificant levels approaching
a zero mortality and serious injury rate.

Response: NMFS agrees with this
comment and is not proposing to use
Option 2.

Comment 33: We disagree with the
assertion that Option 3 may be too
restrictive for stocks at their OSP level
by setting the insignificance threshold
for such stocks at 5 percent of their PBR
level. Stocks must be maintained within
their OSP and to do that, the actual
mortality and serious injury should be
as small as possible. The insignificance
threshold should never be the basis to
undermine the ZMRG by allowing large
numbers of marine mammals to be
killed or seriously injured merely
because their populations have reached
their OSP or carrying capacity.

Response: Options 1 and 2 would
result in an insignificance threshold for
stocks within their OSP that is double
the number that would result from the
application of Option 3; therefore, some
constituents may perceive Option 3 as
overly restrictive for these stocks
compared to Options 1 and 2. However,
NMFS is proposing Option 1 as the
insignificance threshold, which is
consistent with NMFS’ long-held
interpretation that the phrase,
“insignificant levels”, relates to the
impact of incidental mortality and
serious injury on the affected stocks of
marine mammals. ldentifying the
insignificance threshold as 10 percent of
PBR recognizes that an insignificant
level of mortality and serious injury
would be a small fraction (e.g., 10
percent or less) of the human-caused
mortality and serious injury that the
population of marine mammals could
sustain. Thus, mortality and serious
injury below the insignificance
threshold of each stock would be
consistent with the ZMRG target levels
of mortality and serious injury, which
are insignificant levels approaching a
zero mortality and serious injury rate.

Comment 34: We generally support
Options 1 and 2 and generally oppose
Option 3. Despite the advantage of
making U.S. management policy
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consistent with an international
agreement, it is more important that the
definition be internally consistent with
the MMPA.

Response: NMFS proposes to use
Option 1 for the insignificance
threshold. The comment regarding
consistency with an international
agreement and being internally
consistent with the MMPA relates to
Option 3, and NMFS is not proposing
that option.

Comment 35: We recommend Option
1 because it has a direct link to PBR.
However, we are concerned that this
option may result in greater precautions
than necessary for protection of some
endangered species. Therefore, we
recommend that this option contain a
provision similar to that in Option 2
where the insignificance threshold
equals PBR for endangered species.

Response: Although Option 1 may
result in a small number for the
insignificance threshold for endangered
species, the recommendation offered by
the commentor is inconsistent with the
requirement for short- and long-term
goals of TRPs and is not proposed.

Comment 36: Option 1 is the
preferable option for defining an
insignificance threshold as it is the only
option that is compatible with various
other statutory and regulatory
provisions of the MMPA,; it is familiar
to NMFS’ constituents as it is the same
as the proposed definition of ZMRG in
the initial rulemaking to implement the
1994 amendments; it is the current de
facto definition of ZMRG used in the
SARs; it is tied to the statutory defined
role of PBR; and with its use, it is easy
to measure the effectiveness of a TRP
(once PBR has been reached, an
additional 10 percent reduction for each
successive six months would meet the
long-term goal of the TRP).

Response: Option 1 has many
strengths as provided in this comment,
and NMFS is proposing to use this
option based in part on these strengths.
The last statement of this comment
(once PBR has been reached, an
additional 10 percent reduction for each
successive six months would meet the
long-term goal of the TRP) results in an
easily understood approach; however,
data to verify such a step-wise reduction
would not likely be available due to
sampling constraints.

Comment 37: NMFS claims that a
downside of Option 1 is that it leads to
“overly conservative levels of protection
for certain endangered species”. This is
hardly a downside. NMFS is obligated
to conserve endangered species, and the
Supreme court admonished that
endangered species are to be afforded
the “*highest of priorities”. Therefore, an

endangered species can never be
deemed to have too much protection.

Response: NMFS proposes to use
Option 1 as the insignificance threshold.

Comment 38: By defining the
insignificance threshold as a function of
PBR, Option 1 builds in the distinction
between endangered, threatened,
declining, stable, or increasing stocks
that the variable recovery factor in the
PBR reflects. Options 2 and 3
improperly and illegally nullify the
distinction the MMPA creates in the
treatment of stocks of different status.

Response: NMFS is proposing Option
1 as the insignificance threshold.

Comment 39: Option 2 is illegal in
that it renders portions of section 118(f)
superfluous. Under Option 2, the
insignificance threshold for endangered
species is the same as PBR for those
endangered species for which the
default value of 0.1 is used as the
recovery factor. Therefore, the short-
term goal and the long-term goal of
TRPs are the same, and the last 4 1/2
years of the TRP are meaningless.

Response: Option 2 is inconsistent
with the provisions of MMPA section
118(f)(2) in the case of endangered
marine mammals, and NMFS is not
proposing to use it.

Comment 40: We are opposed to
Option 2 as a definition for ZMRG
because ZMRG for threatened and
endangered species could be set at the
same level as PBR. Option 1 provides
the most precautionary of the three
proposed approaches to marine
mammal conservation.

Response: The insignificance
threshold under Option 2 would be the
same as PBR for endangered species,
and NMFS is not proposing to use it.
Option 1 is the most precautionary for
endangered species.

Comment 41: We are best able to
support Option 2 (10 percent delay in
recovery) and request that flexibility be
provided for amending the definition for
categorization of fisheries. If flexibility
is not provided, then a great number of
Alaska’s fisheries could be improperly
categorized.

Response: NMFS is not proposing to
use Option 2 because it would be
inconsistent with MMPA section
118(f)(2) for endangered species.

Approaching Zero

Comment 42: The only option of the
three that NMFS is considering for
defining “insignificant levels” that is
compatible with the MMPA, as well as
the ESA, is Option 1 which sets the
insignificance threshold as 10 percent of
PBR. Although this may be an
appropriate definition for “insignificant
levels”, it is not the same as ZMRG. A

complete definition of ZMRG must also
incorporate the ““approaching zero”
language of the statute.

Response: NMFS proposes to define
the insignificance threshold as the
upper limit of annual incidental
mortality and serious injury of marine
mammal stocks that can be considered
insignificant levels approaching a zero
mortality and serious injury rate and
proposes to use Option 1 to quantify
that upper limit. This quantified, stock-
specific level of mortality and serious
injury is relatively easy to calculate, is
based on information available in the
SARs, and is based on the formula that
NMFS currently uses to implement this
statutory phrase for purposes of the
SARs. Therefore, this quantified, stock-
specific level should provide
commercial fishing operations with an
easily understandable level of mortality
and serious injury as a target to provide
incentive to improve fishing technology
and practices to reduce incidental
mortality and serious injury and provide
an effective means to meet the ZMRG of
the MMPA. In addition, NMFS would
continue to work with the fishing
industry through incentive and
improvement of available technologies
and methods even after incidental
mortality and serious injury in any
particular fishery is reduced to a point
that is biologically insignificant.

This and other comments request that
NMFS define two separate levels: a
population-based insignificance level
and then a different level to ensure that
the interactions are “‘approaching zero”
regardless of the overall impacts on the
populations. These comments misread
the statute. The statutory requirement is
that commercial fisheries reduce
mortalities to a single level: the
“insignificant level.” The phrase
“‘approaching a zero mortality and
serious injury rate’” modifies the term
“insignificant level.” The “approaching
zero” language does not create a stand-
alone independent second criterion.
NMFS proposes to effectuate this
provision by adopting a single
definition for the insignificant level
rather than two separate definitions as
suggested by these comments. NMFS
has determined that 10 percent of the
PBR is an insignificant level because it
is a level approaching a zero mortality
and serious injury rate which will not
have effects at a population level. The
upper limits range from 2 animals per
10,000 animals in the population stock
for endangered whales to 6 animals per
1,000 animals for robust pinneped
stocks. These levels “approach zero.”
See “How Will Incidental Mortality and
Serious Injury Levels Approach A Zero
Rate?”
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Comment 43: Under any of the
options, including Option 1,
interactions (and thus mortalities) can
continue to increase as marine mammal
populations grow, while still being
considered to meet the definition of the
ZMRG. This would seem counter to the
intent specified in the MMPA that rates
be “reduced to insignificant levels
approaching zero mortality and serious
injury.” While we do not believe that
the Congress intended this to mean that
the death rate must be absolutely zero,
we do believe that the language in the
MMPA indicates that this is not a static
concept, but is intended to ensure that
mortality is always reduced to its lowest
feasible level.

Response: The ZMRG is not a static
concept, and its goal is to reduce
incidental mortality and serious injury
of marine mammals to the lowest
feasible level. NMFS realizes that the
number of deaths of marine mammals
incidental to commercial fishing could
increase as numbers of marine mammals
increase. As long as the mortality and
serious injury rate (as a function of
population size) decreased, an increase
in the number of marine mammal
deaths per year would still be consistent
with the MMPA'’s goal of ““approaching
a zero mortality and serious injury rate.”
A rate based upon mortality and serious
injury per 1,000 animals in the
population addresses the impact of the
mortality and serious injury on the
affected stock of marine mammals and,
in that sense, is biologically relevant.
Therefore, NMFS is using a rate based
upon population size or annual
production (which is a function of
population size) within the ZMRG. In
addition, see response to comment 42
for additional reasons why NMFS
proposes to use a quantifiable rate.

Comment 44: The MMPA requires not
just “insignificant levels’ of mortality
and serious injury to marine mammal
stocks, but also that such takes be at
rates “‘approaching zero”. Nowhere in
the ANPR does NMFS attempt to
include the “approaching zero”
requirement into any of the proposed
definitions of ZMRG. As such, each of
the proposed definitions is inadequate
as a matter of law.

Response: Although the ANPR
contained only a description of options
for “insignificant levels”, this proposed
rule addresses “‘approaching a
zero...rate” by defining the
insignificance threshold as the upper
limit of annual incidental mortality and
serious injury of marine mammal stocks
that can be considered insignificant
levels approaching a zero mortality and
serious injury rate. In addition, see
response to comment 42.

Comment 45: If the significance
thresholds for each stock of marine
mammals were summed, the total for
pinnipeds alone would be in the
thousands. These numbers would surely
shock an American public who wishes
to see marine mammal deaths
minimized, and would not consider the
deaths of thousands of marine mammals
each year in the U.S. to be
“insignificant”.

Response: Although the sum of the
insignificance thresholds for all
pinnipeds would be a large number,
mortality and serious injury below the
proposed threshold would not have a
significant effect on any stock of marine
mammals, and mortality and serious
injury limited to the insignificance
threshold would be insignificant and
approaching a zero rate (when the
“rate’” being considered is mortality and
serious injury as a function of
population size or annual production).
In addition, see response to comment
42.

Comment 46: Mortalities may rise
with increases in population abundance
of marine mammals; therefore, NMFS
needs to develop a mechanism for either
capping mortality at current ZMRG
levels or “ratcheting” fisheries to lower
levels that can be put in place as marine
mammal stocks increase. This would
prevent death rates from increasing even
higher as marine mammal stocks finally
begin to recover.

Response: The suggestion to ratchet
allowable mortality levels downward in
the future is one option to approach a
zero mortality and serious injury rate;
however, such an approach would
conflict with the MMPA'’s requirement
that once target levels of mortality and
serious injury have been achieved,
fisheries are not required to further
reduce mortality and serious injury. The
MMPA does not specify what “‘rate”
should approach zero, and NMFS stated
in 1995 and continues to maintain that
the ZMRG should be based primarily on
the significance of incidental mortality
and serious injury to the affected stock.

Comment 47: The ZMRG has two key
elements. First, it requires that
incidental mortality and serious injury
levels be reduced to the point that they
are insignificant. Our interpretation is
that such insignificance is to be gauged
by looking at population-level effects.
Second, as an additional element, the
ZMRG requires that the rate of
incidental mortality and serious injury
approach zero. We believe this second
element was intended to compel the
technological advancement of fisheries
to the greatest extent practicable to
avoid any death or serious injury of
individual marine mammals.

Response: Insignificant levels may
best be gauged by looking at population
effects of incidental mortality and
serious injury rates. Mortality and
serious injury rates based upon
population size or annual production
are biologically relevant, and the result
of Option 1 for all stocks is a rate that
is biologically insignificant and so small
as to be approaching a zero rate.
Calculation of the insignificance
threshold under Option 1 results in
rates ranging from 6 per 1,000 for robust
stocks of pinnipeds to 2 per 10,000 for
endangered cetaceans, and these rates
are so small as to approach a zero rate.
In addition, see response to comment 42
for additional reasons why NMFS
proposes to use such a quantifiable rate.

Comment 48: Congress clearly
intended to set a goal that goes beyond
the protection of populations. The
drafters of the legislation also intended
to compel fishermen to avoid or
minimize, to the extent technologically
and economically feasible, the number
of individual marine mammals killed or
seriously injured. Therefore, even when
removals from a stock incidental to
commercial fishing operations can be
tolerated at the population level,
everything that is technologically and
economically feasible to be done to
reduce the mortality and serious injury
of individual marine mammals to the
lowest level practicable should be done.

Response: Once incidental mortality
and serious injury has been reduced to
insignificance thresholds for all stocks
of marine mammals, continued
reduction of incidental mortality and
serious injury may be accomplished
through incentive and working with the
fishing industry to improve available
technologies and methods, which is
similar to the approach described for
eliminating dolphin mortality in the
ETP (see MMPA section 302(8); 16
U.S.C. 1412(8)).

Comment 49: The three proposed
options to achieve “‘zero mortality” are
insufficient, unacceptable, and, in at
least two instances (Options 2 and 3) in
direct conflict with the MMPA. We are
especially concerned that the ANPR
makes no attempt to include the
language *‘approaching zero” in any of
these options.

Response: “*Approaching a zero...rate”
is addressed in this proposed rule as
described in responses to comments 42
and 44 and to other comments under the
heading “Approaching Zero™.

Comment 50: NMFS claims that one
of the pros of Option 3 is that it is
consistent with the ETP dolphin
standard which is an “insignificant”
metric specifically defined by Congress.
This statement may be true; however,
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stock-specific mortality limits are but
one limit, and, given the goal of

eliminating mortality, Congress never
intended this limit to be the endpoint.

Response: NMFS is aware that the
MMPA contains the goal of eliminating
mortality incidental to purse seine
fisheries for yellow-fin tuna in the ETP.
There is, however, no required
mechanism to achieve this goal;
furthermore, the MMPA states that an
International Dolphin Conservation
Program should be established
requiring, among other things,
provisions for a system of incentives to
vessel captains to continue to reduce
dolphin mortality, with the goal of
eliminating dolphin morality. The
MMPA does not require a regulatory
approach to eliminate mortality once
incidental mortality is reduced below
stock-specific, quantifiable dolphin
mortality limits.

Comment 51: Congress clearly
intended that the ‘““zero mortality rate”
of marine mammals be zero, as in no
marine mammals.

Response: Congressional intent
related to regulation of fisheries under
the ZMRG is not clear. The divergence
of opinions expressed in the comments
to the ANPR for this proposed rule
illustrates the lack of clarity of the
intent of the ZMRG. However, the plain
language of the statute relating to ZMRG
provides that the incidental mortality
and serious injury of marine mammals
by commercial fisheries shall be
reduced to “insignificant levels
approaching a zero mortality and
serious injury rate” (emphasis added); it
does not provide ‘‘zero mortality rate”
or ‘‘zero marine mammals”.
Furthermore, MMPA section 118(f)
requires that TRPs take into account the
economics of fisheries, available
technologies, and existing state and
regional fishery management plans, and
this requirement indicates some
flexibility in achieving the long-term
goal of TRPs.

Comment 52: NMFS is required to
take economics and available
technologies into account in figuring out
how to reduce mortality and serious
injury to insignificant levels, but NMFS
cannot use these factors as an excuse
not to reach such levels.

Response: The MMPA provides that
TRPs are the mechanism to reduce
mortality and serious injury of marine
mammals under the ZMRG (see MMPA
section 118(b)(4)). The MMPA also
states that, in developing and
implementing TRPs, NMFS must take
into account the economics of the
affected fisheries, available technology,
and existing fishery management plans
(see MMPA section 118(f)(2)) when

developing and implementing measures
to achieve the long-term goal for
reducing incidental mortality and
serious injury to insignificant levels
approaching a zero mortality and
serious injury rate.

Comment 53: The MMPA requires not
just “insignificant levels” of mortality
and serious injury to marine mammal
stocks, but also that such takes be at
rates “‘approaching zero”. Nowhere in
the ANPR does NMFS attempt to
include the “approaching zero”
requirement into any of the proposed
definitions of ZMRG. As such, each of
the proposed definitions is inadequate
as a matter of law.

Response: The ANPR described
certain options that NMFS was
considering related to the ZMRG and
solicited comments related to these
options or to identify new options.
There were no proposed definitions in
the ANPR. This proposed rule, however,
addresses ‘“‘approaching a zero...rate’” as
described in responses to comments 42,
44, and other comments under the
heading ““Approaching Zero”.

Comment 54: The “insignificant
levels” prong of the ZMRG may be
interpreted as protecting marine
mammal populations, while the
‘“‘approaching zero” prong is read as
protecting individual marine mammals
by reducing mortality and serious injury
to the lowest possible levels.

Response: See responses to comment
42, 48 and other comments under the
heading “Approaching Zero”. In
addition, in developing and
implementing TRPs to achieve the long-
term goal of a TRP, NMFS must take
into account economics of fisheries,
available technologies, and existing
fishery management plans.

Comment 55: Option 3 for the
Insignificance threshold would be
consistent with the ETP dolphin
standard, which is an insignificant
metric specifically designed by
Congress. The current ETP standard
actually goes beyond the attainment of
an insignificance threshold and calls for
the participating nations taking yellow
fin tuna in the ETP to reduce dolphin
mortality limits progressively to a level
approaching zero through the setting of
annual limits, with the goal of
eliminating dolphin mortality in that
fishery.

Response: NMFS proposes to use
Option 1, not Option 3, for the
insignificance threshold for purposes of
MMPA section 118. In addition, see
response to other comments under the
heading ““Approaching Zero”.

Comment 56: The ZMRG should serve
as a mechanism that fosters the
development of technologies or gear

modifications that will allow further
reduction in mortality. The fisheries
industry has proven to be extremely
creative in the face of such challenges
and will likely develop such methods or
gears in both a cost-effective and timely
manner.

Response: NMFS agrees. See response
to comment 42.

Technology and Economics

Comment 57: The insignificance
threshold is the driving mechanism to
reduce mortality and serious injury and
the incentive for fishermen and
scientists to devise economically
feasible technologies to meet this
objective. We believe NMFS’ option to
incorporate available technology and
economic feasibility into an initial
assessment of whether fisheries had
achieved the ZMRG by the statutory
date is flawed and contrary to
Congressional intent and court findings.

Response: NMFS is not proposing
consideration of technology and
economics as part of the insignificance
threshold. However, it will be necessary
to take technology and economic
feasibility into account in developing
and implementing TRPs to reduce
mortality and serious injury toward the
insignificance threshold.

Comment 58: Although Congress
sought to encourage the development of
new technology to reduce incidental
interactions with marine mammals, it
was always clear that ZMRG was
satisfied by the use of the best available
technology that was technologically and
economically feasible to employ.

Response: When Congress amended
the meaning of ZMRG in 1981, the
House committee recognized that other
fisheries (citing the foreign high seas
salmon gillnet fishery as an example)
had not developed new techniques and
equipment for reducing incidental
mortality and serious injury. Therefore,
the goal in MMPA section 101(a)(2)
would remain unchanged for
commercial fisheries other than the
purse-seine fishery for yellow-fin tuna
in the ETP *‘to stimulate new technology
for reducing the incidental taking of
marine mammals.” (H. R Rep. No. 97—
228 at 17-18 (1981)). The goal in MMPA
section 101(a)(2) is essentially reiterated
in MMPA section 118(b), and section
118(b) does not include any language
regarding consideration of technological
or economic feasibility. Under MMPA
section 118(f), to reduce mortality and
serious injury of marine mammals to
insignificant levels approaching a zero
mortality and serious injury rate, TRPs
must take into account economics of the
fisheries, available technology, and
existing fishery management plans.
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Comment 59: NMFS requested
comment on whether fisheries should
be considered to have met the ZMRG if
they are below PBR but simply have no
other methodologies available to reduce
mortality and serious injury to lower
levels such as the ZMRG level. The
ZMRG stands as an incentive to develop
further methods of achieving the
ultimate desire of the American people
that marine mammal mortality and
serious injury be truly incidental and
unavoidable.

Response: See response to comment
58.

Comment 60: Related to the question
of whether or not a fishery should be
determined to have satisfied the ZMRG
if incidental mortality and serious
injury exceeded a stock’s insignificance
threshold but suitable technological
solutions were not available, stating that
a fishery had met the ZMRG simply
because of apparent technological
difficulties would effectively change the
standard to suit the situation, which
seems contrary to the long-term goal of
achieving a zero mortality and serious
injury rate.

Response: Such a fishery would not
have achieved target levels of incidental
mortality and serious injury as
described in the ZMRG. However, as
noted in other responses, the MMPA
requires that NMFS consider economic
feasibility and available technology
when developing and implementing
plans to reduce mortality and serious
injury of marine mammals incidental to
commercial fishing.

Comment 61: We strongly disagree
with any attempt by NMFS to consider
the “feasible economics” of any fishery
when determining whether that fishery
has reached ZMRG. This is not an
option under the MMPA.

Response: Although such
considerations are not included in
determining whether a fishery has
reduced mortality and serious injury to
insignificant levels approaching a zero
mortality and serious injury rate under
MMPA section 118(b), such
considerations are mandatory in
developing and implementing TRPs to
reduce incidental mortality and serious
injury of marine mammals to the long
term goal of TRPs under MMPA section
118(f).

Comment 62: The proposed
application of the ZMRG is inconsistent
with the original intent of the statute
and must be linked to available
technology. In testimony (April 6, 2000)
before the House Subcommittee on
Fisheries Conservation, Wildlife and
Oceans, NMFS openly recognized the
nexus between the absence of critical
gear research and technology and the

ability to achieve the ZMRG. Sadly,
little has been accomplished to date to
reverse this situation as take reduction
teams continue to struggle with limited
information on stock status, gear
technology, and innovation.
Implementing a restrictive ZMRG
definition in the absence of available
technology will prevent the process
from moving forward in a constructive
common sense manner.

Response: As provided in response to
comment 13, NMFS places a high
priority on collecting the data necessary
to develop and implement TRPs.
Unfortunately, available resources are
insufficient to provide more complete
information on stock status, gear
technology, and innovation, and TRPs
must be developed on the basis of the
available information. NMFS will
continue to work with the fishing
industry to improve available
technology and methods within and
outside of the TRP process.

Comment 63: The IDCPA not only
established an overall dolphin mortality
limit, it also set (as of 2001) stock-
specific dolphin mortality limits. These
limits were put into place, and became
binding, irrespective of the current state
of technological development. Thus, in
the enactment of the IDCPA, Congress
distanced itself from a definition of
ZMRG that was solely equated with
technological advances. Congressional
intent was rather that the establishment
of quantifiable mortality limits that
approached biologically insignificant
levels were to be viewed as both a
mechanism and an incentive to
encourage commercial fisheries to
further reduce marine mammal
mortality in order to move toward an
ultimate goal of eliminating mortality.

Response: NMFS proposes a stock-
specific, quantifiable insignificance
threshold in part as an incentive to
encourage commercial fisheries to
further reduce mortality and serious
injury of marine mammals. Thus, the
proposed rule to implement the ZMRG
as described in MMPA section 118 is
similar to the IDCPA, which established
stock-specific dolphin mortality limits
as an incentive to further reduce
incidental mortality and serious injury
of dolphins incidental to the purse seine
fishery for yellowfin tuna in the ETP.

Comment 64: We support
incorporating available technology and
economic feasibility into an initial
assessment of whether or not fisheries
have achieved the ZMRG by the
statutory due date as long as it is
measurable and defined.

Response: As noted above, the
assessment of whether or not fisheries
have reduced incidental mortality and

serious injury to insignificant levels
approaching a zero mortality and
serious injury rate is independent of
available technology and economic
feasibility. These factors, however, must
be taken into account in developing
TRPs to reduce incidental mortality and
serious injury once it has been reduced
to levels below PBR.

Alternative Approaches

Comment 65: ZMRG should be
defined using PBR and a technology
standard for species that are not
endangered, threatened or depleted.
Although applying PBR without any
further ZMRG reduction will allow
species which are endangered,
threatened, or depleted to reach OSP, it
may be appropriate to consider a more
restrictive numerical standard in order
to hasten the achievement of that goal.

Response: The ZMRG does not
contain a provision for a technology
standard to be included in an
assessment of whether commercial
fisheries have achieved insignificant
levels of incidental mortality and
serious injury approaching a zero rate.
In addition, the ZMRG is a goal for
reducing mortality and serious injury
levels even below PBR as is illustrated
by short-term and long-term goals for
TRPs.

Comment 66: NMFS should adopt a
modified version of Option 1 as the
most appropriate mechanism for
determining when a fishery has met the
ZMRG. Option 1 should be modified by
adding a second component that
compels further reductions in mortality
and serious injury for those stocks with
high PBR levels. NMFS should
determine that a fishery has met the
ZMRG only if it results in a level of
mortality and serious injury below the
threshold established for that goal.

Response: NMFS is proposing Option
1 as the definition of the insignificance
threshold. However, NMFS is not
proposing a regulatory mechanism to
reduce incidental mortality and serious
injury to levels below the insignificance
threshold for stocks of marine
mammals. The ideal of eliminating
mortality and serious injury, once
insignificance thresholds have been
achieved, may be accomplished through
incentive rather than regulation. See
response to comment 42 and other
comments and responses under the
“Approaching Zero” heading.

Comment 67: We oppose all three
options proposed by NMFS and
recommended an alternative consisting
of the following elements:

(1) ZMRG = PBR;

(2) the ZMRG should not apply to
robust stocks, stocks that are severely
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endangered (i.e., PBR <5 individuals), or
stocks not under an MMPA management
program;

(3) the application of ZMRG should be
prioritized by the Secretary for stocks
that have a small populations size, those
that are declining most rapidly, and
those whose level of incidental
mortality and serious injury has not
dropped significantly within 5 years of
TRP implementation;

(4) the ZMRG definition must
incorporate available technology and
economic feasibility;

(5) the Secretary, working
cooperatively with the appropriate take
reduction team and SRG, should
conduct the review and determination
regarding the availability of technology
and economic feasibility; and

(6) if technology is deemed not
available and if a fishery is determined
to be above he ZMRG after 5 years under
an approved TRP, then the Secretary
should work with fishery participants to
develop and implement the appropriate
technology.

Response: As provided in response to
other comments, some portions (points
1-4) of this alternative would be
inconsistent with the MMPA; therefore,
it does not represent a reasonable
alternative for consideration in defining
an insignificance threshold under this
proposed rule. In accordance with the
MMPA, NMFS currently prioritizes the
development and implementation of
TRPs to address strategic stocks that
interact with Category | and Il fisheries
and that have a small population size,
those that are declining most rapidly,
and those for which incidental mortality
and serious injury exceed a stock’s PBR.
NMFS will work with take reduction
teams and SRGs to review the
economics of affected fisheries and the
availability of existing technologies as
required by the MMPA. NMFS will also
work with participants of fisheries to
develop and implement technologies to
further reduced incidental mortality and
serious injury of marine mammals as
recommended in point 6 of this
comment.

Comment 68: NMFS should consider
a three-part approach to defining ZMRG.
First, NMFS should adopt as a rule its
current definition of ZMRG as set forth
as Option 1 of the ANPR. Second, to
address Congressional intent to limit
incidental mortality of marine mammals
as much as possible, if current levels of
incidental mortality and serious injury
from commercial fishing on a marine
mammal population are lower than the
Option 1 backstop would allow, ZMRG
for each commercial fishery interacting
with that population must be set no
higher than the current level of takes.

Third, to address the Congressional
intent that incidental mortality
approach a zero rate, NMFS must
periodically revisit the levels set for
marine mammal populations in each
fishery whose rate does not yet fully
approach zero, and gradually reduce
those levels over a period of years in
order to force technology to reduce takes
to “insignificant levels approaching a
zero mortality and serious injury rate”.

Response: This suggested alternative
approach has certain merits; however,
there are problems, particularly
regarding the second and third steps.
Setting allowable mortality levels no
higher than the current level of takes
would include an assumption that the
reported or estimated number of takes
represents all that are occurring.
Observer data are available only for a
few selected fisheries; therefore, current
levels of incidental mortality and
serious injury cannot be verified
independently and may exceed current
estimates. In addition, the MMPA states
that once a fishery has achieved target
levels of incidental mortality and
serious injury, that fishery does not
have to further reduce such mortality
and serious injury. If target levels were
a sliding scale, a fishery could have
achieved its target in one year, and in
a later year, when the target had been
reduced, the fishery would again be
above target mortality and serious injury
levels. Such an approach does not lend
itself to feasible implementation.
Although NMFS does not propose a
sliding scale to ratchet down stock-
specific insignificant thresholds over
time, insignificance thresholds could
change as a result of new abundance or
productivity estimates.

Comment 69: There are several
different ways that NMFS can define the
“‘approaching zero” prong of ZMRG.
The simplest would be an actual
numerical cap on mortality and serious
injury, and such a cap would have to be
a low number (i.e., <10). The use of the
word “approaching” implies movement;
therefore, the “approaching zero” prong
of the ZMRG is not static. It would be
racheted down closer to zero with each
successive year until an actual zero
mortality and serious injury rate were
achieved. An alternative would be to
define “‘approaching zero” as a rate in
relation to some other variable. The key
is choosing the right rate and right
variable. Perhaps the best way to define
it is to use a method similar to the 2—
tier approach for classifying fisheries.
For the 2—tiered approach, even if the
impacts on a given marine mammal
stock of all fisheries combined were
below insignificant levels, a fishery
would not be at ZMRG unless it also

individually was responsible for annual
mortality and serious injury of no more
than a small portion (i.e., 1 percent) of
any stock’s PBR. Such an approach
would be straightforward to carry out
and would fully implement the
requirements of the ZMRG.

Response: Mortality rates ranging
from 2 per 10,000 (endangered whales)
to 6 per 1,000 (robust stocks of
pinnipeds) marine mammals in the
population represent such a small cap
as to be approaching a zero mortality
and serious injury rate; therefore, the
second tier of the approach in this
comment is not necessary to fully
implement the requirements of the
ZMRG.

The Proposed Rule

NMFS proposes that the default target
level of mortality and serious injury that
would satisfy the ZMRG is 10 percent of
any stock’s PBR. These targets result in
upper limits ranging from 2 animals per
10,000 animals in the population stock
for endangered whales to 6 animals per
1,000 in the population for robust
pinniped stocks. These initial target
levels of incidental mortality and
serious injury are the starting points for
determining final target levels of
mortality and serious injury on a stock-
by-stock basis, which may be adjusted
on the basis of additional information.
For example, in some cases (e.g., gray
whale, Eastern North Pacific stock, and
northern fur seal, Eastern North Pacific
stock) a calculated, rather than default
Rmax value is used in PBR calculations.
An adjustment for these calculated
values in the insignificance threshold
would be a straight-forward
mathematical substitution.

Using an insignificance threshold that
is based upon the PBR equation is
subject to the same limitations and
assumptions that are found in the PBR
calculations. In some cases, particularly
for declining stocks, the underlying
theory of the logistic model may have
crucial assumptions that are not valid.
For example, the PBR approach based
upon the logistic model indicates that
populations should grow if mortality is
below sustainable levels. In the case of
Steller sea lions, Western U.S. stock;
northern fur seals, Eastern North Pacific
stock; and Hawaiian monk seals, the
populations are declining, and known
human-caused mortality and serious
injury are insufficient to cause the
decline. In these cases, NMFS may use
an adjustment to the result of the simple
formula for calculating the
insignificance threshold to estimate an
upper limit to the level of mortality and
serious injury that could be considered
insignificant.
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For North Atlantic right whales, the
PBR is zero, which means that any
human-caused mortality may impede
this stock’ recovery to OSP. For right
whales, it would be inconceivable to
determine that some mortality and
serious injury rate above zero would
have an insignificant effect on the
population; therefore, the insignificance
threshold for right whales would be zero
mortality and serious injury per 1,000
whales in the population just as the
current PBR is zero.

For some stocks of marine mammals,
total incidental mortality and serious
injury may exceed the insignificance
threshold for the stock, yet some
fisheries may be having such a small
impact on the stock that these fisheries’
levels of mortality and serious injury
could be insignificant levels
approaching a zero mortality and
serious injury rate. For these situations,
the 1995 proposed rule contained a 2—
tiered approach. The first tier was the
evaluation of total fishery mortality and
serious injury for each stock of marine
mammals to determine if such mortality
and serious injury is below a stock’s
insignificance threshold. The second
tier was used when total incidental
mortality exceeds any stock’s
insignificance threshold, and provided
that a fishery that causes no more than
10 percent of any stock’s insignificance
threshold would have achieved
insignificant levels approaching a zero
mortality and serious injury rate.

The interactions among several
MMPA sections and NMFS’
implementing regulations of these
provisions make the 2—tiered approach
used in 1995 unnecessary. MMPA
section 118(b)(4) directs NMFS to take
appropriate action under the TRP
process to reduce mortality and serious
injury under the ZMRG, MMPA section
118(c)(1)(A) identifies the three
categories of fisheries, and MMPA
section 118(f)(1) states that TRPs are to
be developed for Category | or Il
fisheries that interact with strategic
stocks of marine mammals; there are no
provisions to develop or implement a
TRP for a Category Il fishery.

According to the above provisions of
the MMPA, there are no provisions to
require through the TRP process that
Category Il fisheries further reduce
mortality and serious injury of marine
mammals incidental to their operations.
Under existing regulations, Category IlI
fisheries include those fisheries for
which incidental mortality and serious
injury are no more than 10 percent of
the PBR of any stock of marine
mammals, which is the insignificance
threshold under this proposed rule.
Category Il fisheries also include those

fisheries that, even when total fishery
mortality and serious injury exceed 10
percent of a stock’s PBR, kill or
seriously injure no more than 1 percent
of that stock’s PBR (which is the
mathematical equivalent of 10 percent
of the stock’s insignificance threshold).
Therefore, the result of this proposed
rule, other existing regulations, and
provisions of the MMPA is identical to
the 2—tiered approach that was
contained in the ZMRG provisions of
the 1995 proposed rule.

Classification

NMFS has prepared a draft EA to
analyze the impacts on the human
environment of establishing an
insignificance threshold to implement
the ZMRG. NMFS solicits comments on
the draft EA (see Electronic Access) and
on the proposed rule.

This proposed rule has been
determined to be not significant for the
purposes of Executive Order 12866.

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration that this
proposed rule, if adopted, would not
have a significant economic impact on
a substantial number of small entities as
follows:

“The 2003 List of Fisheries (68 FR
418725, July 15, 2003) includes 39,176
vessels in Category | and Il fisheries,
which are the fisheries subject to further
reduction of mortality and serious
injury under the MMPA.. Of these
vessels, 34 are large entities; therefore,
39,142 small entities may be affected by
this proposed rule. The MMPA imposes
a general moratorium on the taking of
marine mammals except as provided in
limited exceptions. This proposed rule
would define an insignificance
threshold as the upper limit of annual
incidental mortality and serious injury
of marine mammal stocks by
commercial fisheries that can be
considered insignificant levels
approaching a zero mortality and
serious injury rate. This definition
would not, by itself, place any
additional restrictions on the public.
Under provisions of the MMPA, a take
reduction team must be established and
a take reduction plan developed and
implemented within certain time frames
if a strategic stock of marine mammals
interacts with a Category | or 1l
commercial fishery. The long-term goal
of a take reduction plan is to reduce
mortality and serious injury of marine
mammals to insignificant levels
approaching a zero mortality and
serious injury rate, taking into account
the economics of affected fisheries, the
availability of existing technology, and

existing state or regional fishery
management plans. Any measures
identified in a take reduction plan to
reduce incidental mortality and serious
injury would require separate
rulemaking action before the action
could be implemented. Any subsequent
restrictions placed on the public to
protect marine mammals would be
included in separate regulations, and
appropriate analyses under the
Regulatory Flexibility Act would be
conducted during those rulemaking
procedures.”

Therefore, implementation of this
proposed rule would not have a
significant economic impact on a
substantial number of small entities. As
a result, no regulatory flexibility
analysis for this proposed rule has been
prepared.

This proposed rule does not contain
a collection-of-information requirement
for purposes of the Paperwork
Reduction Act of 1980. This
proposedrule does not contain policies
with federalism implications sufficient
to warrant preparation of a federalism
assessment under E.O. 13132,

List of Subjects in 50 CFR Part 229

Administrative practice and
procedure, Confidential business
information, Fisheries, Marine
mammals, Reporting and record keeping
requirements.

Dated: April 23, 2004.
Rebecca Lent,
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 229 is proposed
to be amended as follows:

PART 229—AUTHORIZATION FOR
COMMERCIAL FISHERIES UNDER THE
MARINE MAMMAL PROTECTION ACT
OF 1972

1. The authority citation for part 229
continues to read as follows:

Authority: 16 U.S.C. 1361 et seq.

2.1n §229.2, the definition for
“Insignificance threshold” is added in
alphabetical order to read as follows:

§229.2 Definitions.
* * * * *

Insignificance threshold means the
upper limit of annual incidental
mortality and serious injury of marine
mammal stocks by commercial fisheries
that can be considered insignificant
levels approaching a zero mortality and
serious injury rate. An insignificance
threshold is estimated as 10 percent of
the Potential Biological Removal level
for a stock of marine mammals. If
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certain parameters (e.g., maximum net
productivity rate or the recovery factor
in the calculation of the stock’s

potential biological removal level) can
be estimated or otherwise modified from
default values, the Assistant
Administrator may use a modification of

the number calculated from the simple
formula for the insignificance threshold.
The Assistant Administrator may also
use a modification of the simple formula
when information is insufficient to
estimate the level of mortality and
serious injury that would have an

insignificant effect on the affected
population stock and provide a rationale
for using the modification.

* * * * *

[FR Doc. 04-9753 Filed 4—-28-04; 8:45 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF AGRICULTURE
Forest Service

Notice of Intent To Prepare a
Supplement to the Final Environmental
Impact Statement for Gypsy Moth
Management in the United States: a
Cooperative Approach

AGENCIES: Forest Service and Animal
and Plant Health Inspection Service,
USDA.

ACTION: Notice.

SUMMARY: The Forest Service and the
Animal and Plant Health Inspection
Service propose to add the insecticide,
tebufenozide (trade name Mimic), to
their list of treatments for the control of
gypsy moth. The analysis for this
proposal builds on the analysis and
documentation for the January 16, 1996,
Record of Decision for the Gypsy Moth
Management in the United States: a
Cooperative Approach Final
Environmental Impact Statement, which
was published in the Federal Register
on February 15, 1996 (61 FR 5976). The
agencies will prepare a Supplemental
Environmental Impact Statement (SEIS)
to the November 1995 Final
Environmental Impact Statement (EIS),
Gypsy Moth Management in the United
States: a Cooperative Approach, which
was published in the Federal Register
on December 1, 1995 (60 FR 61698).

The 1996 Record of Decision adopted
alternative 6 in the final EIS, which
consisted of three management
strategies: suppression, eradication, and
slow-the-spread treatments. Pesticide
treatment options in the 1996 Record of
Decision included: Bacillus
thuringiensus var. kurstaki,
diflubenzuron, and nucleopolyhedrosis
virus (Gypchek). Other management
approaches included mass trapping,
mating disruption, and sterile insect
release.

In addition to the proposal to add the
insecticide, tebufenozide (trade name,

Mimic), the agencies propose
developing a process for adding other
insecticides that are currently
unidentified and unregistered
insecticides, not available at the current
time, that may become available in the
future to their list of treatments for
control of gypsy moth, if the proposed
insecticides are within the range of
effects and acceptable risks for the
existing list of treatments.

DATES: Comments concerning this
notice must be received in writing June
14, 2004.

ADDRESSES: Comments concerning this
notice should be addressed to Joseph L.
Cook, Gypsy Moth Supplemental EIS
Project Leader, Forest Service,
Northeastern Area, State and Private
Forestry, 180 Canfield Street,
Morgantown, WV 26505. Comments
also may be submitted via facsimile to
(304) 285-1505.

The public may inspect comments
received at State and Private Forestry,
180 Canfield Street, Morgantown, West
Virginia. Visitors are encouraged to call
ahead to (304) 285-1523 to facilitate
entry to the building.

FOR FURTHER INFORMATION CONTACT:
Joseph L. Cook, Gypsy Moth
Supplemental EIS Project Leader, at
(304) 285-1523.

Individuals who use
telecommunication devices for the deaf
(TDD) may call the Federal Relay
Service (FRS) at 1-800-877-8339
twenty-four hours a day, every day of
the year, including holidays.

SUPPLEMENTARY INFORMATION:
Estimated Dates for Filing

The draft Supplemental
Environmental Impact Statement is
expected to be filed with the
Environmental Protection Agency and
available for public review in March
2005. A 45-day comment period will
follow publication of a Notice of
Availability of the draft Supplemental
Environmental Impact Statement (SEIS)
in the Federal Register. Comments
received on the draft SEIS will be
analyzed and considered in preparation
of the final SEIS, expected in February
2006. A Record of Decision (ROD) will
also be issued and published at that
time along with the publication of a
Notice of Availability of the final SEIS
in the Federal Register.

Reviewers Obligation To Comment

The Forest Service and the Animal
and Plant Health Inspection Service
believe that, at this early stage, it is
important to give reviewers notice of
several court rulings related to public
participation in the environmental
review process. First, reviewers of draft
environmental impact statements must
structure their participation in the
environmental review of the proposal so
that it is meaningful and alerts an
agency to the reviewer’s position and
contentions. Vermont Yankee Nuclear
Power Corp. v. NRDC, 435 U.S. 519, 553
(1978). Also, environmental objections
that could be raised at the draft
environmental impact statement stage
but that are not raised until after
completion of the final environmental
impact statement may be waived or
dismissed by the courts. City of Angoon
v. Hodel, 803 F.2d 1016, 1022 (9th Cir.
1986) and Wisconsin Heritages, Inc. v.
Harris, 490 F. Supp. 1334, 1338 (E.D.
Wis. 1980). Because of these court
rulings, it is very important that those
interested in this proposed action
participate by the close of the 45-day
comment period so that substantive
comments and objections are made
available to the Forest Service and the
Animal and Plant Health Inspection
Service at a time when the agencies can
meaningfully consider them and
respond to them in the final
supplemental environmental impact
statement.

To assist the Forest Service and
Animal and Plant Health Inspection
Service in identifying and considering
issues and concerns on the proposed
action, comments should be as specific
as possible. Reviewers may wish to refer
to the Council on Environmental
Quality Regulations for implementing
the procedural provisions of the
National Environmental Policy Act at 40
CFR 1503.3 in addressing these points.

This notice of intent initiates the
scoping process which guides the
development of the supplement to the
environmental impact statement. The
Forest Service and the Animal and Plant
Health Inspection Service are seeking
information and comments from
Federal, State, Tribal, and local
agencies, as well as individuals and
organizations who may be interested in,
or affected by the proposed action.
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Purpose and Need for Action

The January 16, 1996, Record of
Decision for the Gypsy Moth
Management in the United States: a
Cooperative Approach Environmental
Impact Statement published February
15, 1996 (61 FR 5976), identified a need
to protect forests and trees of the United
States from the adverse effects of the
gypsy moth, a non-native insect that
alters ecosystems and disrupts people’s
lives when it feeds heavily on the
foliage of trees, shrubs, and other plants.
Managers need a full and up-to-date
suite of appropriate gypsy moth
treatment tools.

A new insecticide, tebufenozide
(trade name Mimic), which is registered
with the Environmental Protection
Agency (EPA) for effective suppression
of the gypsy moth, became available
after publishing of the January 16, 1996,
Record of Decision. Managers need a
full and up-to-date suite of appropriate
gypsy moth treatment tools to meet the
purpose and need of the 1995
Environmental Impact Statement, Gypsy
Moth Management in the United States:
a Cooperative Approach. Accordingly,
there is a need to include tebufenozide
in the agencies’ list of treatments. There
is also a need to provide for the timely
and appropriate addition of future gypsy
moth treatments as they are registered
for use with the Environmental
Protection Agency.

Nature of Decision To Be Made

The responsible officials will decide
whether or not to add the insecticide,
tebufenozide (trade name Mimic), to
their list of treatments for control of
gypsy moth and whether or not to
provide for the addition of other
insecticides to their list of treatments for
control of gypsy moth, if the other
insecticides are within the range of
effects and acceptable risks for the
existing list of treatments.

Responsible Officials

The responsible official for the Forest
Service is the Deputy Chief for State and
Private Forestry. The responsible official
for the Animal and Plant Health
Inspection Service is the Deputy
Administrator for Plant Protection and
Quarantine.

Use of Comments

All comments received in response to
this notice, including the names and
addresses when provided, will become
a matter of public record and will be
available for public inspection and
copying. Comments will be summarized
and included in the final Supplemental
Environmental Impact Statement.

Dated: April 19, 2004.
Robin L. Thompson,

Associate Deputy Chief, State and Private
Forestry.

[FR Doc. 04-9688 Filed 4—28-04; 8:45 am]
BILLING CODE 3410-11-P

DEPARTMENT OF AGRICULTURE
Forest Service

Madera County Resource Advisory
Committee
AGENCY: Forest Service, USDA.

ACTION: Notice of Resource Advisory
Committee meeting.

SUMMARY: Pursuant to the authorities in
the Federal Advisory Committee Act of
1972 (Pub. L. 92-463) and under the
secure Rural Schools and Community
Self-Determination Act of 2000 (Pub. L.
106-393) the Sierra National Forest’s
Resource Advisory Committee for
Madera County will meet on Monday,
May 17, 2004. The Madera Resource
Advisory Committee will meet at the
Spring Valley Elementary School,
O’Neals, CA, 93645. The purpose of the
meeting is: discussion on how the RAC
can be clearer on the actual types of
projects wanted, review Holistic Goal &
Evaluation Criteria, review Sierra
Business Council book and the
Arrowhead presentation.

DATES: The Madera Resource Advisory
Committee meeting will be held
Monday, May 17, 2004. The meeting
will be held from 7 p.m. to 9 p.m.

ADDRESSES: The Madera County RAC
meeting will be held at the Spring
Valley Elementary School, 46655 Road
200, O’Neals, CA, 93645.

FOR FURTHER INFORMATION CONTACT:
Dave Martin, U.S.D.A., Sierra National
Forest, Bass Lake Ranger District, 57003
Road 225, North Fork, CA, 93643 (559)
877-2218 ext. 3100; e-mail:
dmartin05@fs.fed.us.

SUPPLEMENTARY INFORMATION: Agenda
items to be covered include: (1)
Discussion on how to be clear on the
actual types of projects requested from
the public, (2) review Holistic Goal &
Evaluation Criteria, (3) review of Sierra
Business Council book, (4) the
Arrowhead presentation. Public input
opportunity will be provided and
individuals will have the opportunity to
address the Committee at that time.

Dated: April 22, 2004.
David W. Martin,
District Ranger, Bass Lake Ranger District.
[FR Doc. 04-9696 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Notice of Lincoln County Resource
Advisory Committee Meeting

AGENCY: Forest Service, USDA
ACTION: Notice of meeting.

SUMMARY: Pursuant to the authorities in
the Federal Advisory Committee Act
(Pub. L. 92-463) and under the Secure
Rural Schools and Community Self-
Determination Act of 2000 (Pub. L. 106—
393) the Kootenai National Forests’
Lincoln County Resource Advisory
Committee will meet on May 5, and
June 2, 2004 at 6 p.m. in Libby, Montana
for business meetings. The meetings are
open to the public.

DATES: May 5, and June 2, 2004.

ADDRESSES: The meetings will be held at
the Kootenai National Forest
Supervisor’s Office, located at 1101 U.S.
Highway 2 West, Libby, MT.

FOR FURTHER INFORMATION CONTACT:
Barbara Edgmon, Committee
Coordinator, Kootenai National Forest at
(406) 293-6211, or e-mail
begmon@fs.fed.us.

SUPPLEMENTARY INFORMATION: Agenda
topics include informational
presentations, status of approved
projects, accepting project proposals for
consideration and receiving public
comment. If the meeting date or location
is changed, notice will be posted in the
local newspapers, including the Daily
Interlake based in Kalispell, MT.

Dated: April 22, 2004.
Bob Castaneda,
Forest Supervisor.
[FR Doc. 04—9759 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

Notice of Resource Advisory
Committee Meeting

AGENCY: Lassen Resource Advisory
Committee, Susanville, California,
USDA Forest Service.

ACTION: Notice of meeting.

SUMMARY: Pursuant to the authorities in
the Federal Advisory Committees Act
(Pub. L. 92-463) and under the Secure
Rural Schools and Community Self-
Determination Act of 2000 (Pub. L. 106—
393) the Lassen National Forest’s Lassen
County Resource Advisory Committee
will meet Thursday, May 13th in
Susanville, California for a business
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meeting. The meetings are open to the
public.

SUPPLEMENTARY INFORMATION: The
business meeting May 13th begins at 9
a.m., at the Lassen National Forest
Headquarters Office, Caribou
Conference Room, 2550 Riverside Drive,
Susanville, CA 96130. Agenda topics
will include: National RAC update;
monitoring processes update; 2004 cycle
3 schedule; and general business. Time
will also be set aside for public
comments at the beginning of the
meeting.

FOR FURTHER INFORMATION CONTACT:
Robert Andrews, District Ranger and
Designated Federal Officer, at (530)
257-4188; or Public Affairs Officer,
Heidi Perry, at (530) 252—6605.

Edward C. Cole,

Forest Supervisor.

[FR Doc. 04-9760 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE

Natural Resources Conservation
Service

Agricultural Air Quality Task Force

AGENCY: Natural Resources
Conservation Service, USDA.
ACTION: Notice of request for
nominations for the Agricultural Air
Quality Task Force.

SUMMARY: The Secretary of Agriculture
intends to reestablish the Agricultural
Air Quality Task Force (AAQTF), and
requests nominations for qualified
persons to serve as members.

DATES: Nominations must be received in
writing (see SUPPLEMENTARY
INFORMATION section) by June 14, 2004.
ADDRESSES: Send written nominations
to: Elvis Graves, Acting Designated
Federal Official, USDA/Natural
Resources Conservation Service, Post
Office Box 2890, Room 6158-S,
Washington, DC 20013.

FOR FURTHER INFORMATION CONTACT:
Questions or comments should be
directed to Elvis Graves, Acting
Designated Federal Official; telephone:
(202) 720-3905; fax: (202) 720-2646; e-
mail: elvis.graves@usda.gov.
SUPPLEMENTARY INFORMATION:

Task Force Purpose

As required by section 391 of the
Federal Agriculture Improvement and
Reform Act of 1996, the Chief of the
Natural Resources Conservation Service
(NRCS) shall establish a task force to
address agricultural air quality issues.
The task force will provide

recommendations to the Secretary of

Agriculture on development and

implementation of air quality policy,

and on air quality research needs. The

requirements of the Federal Advisory

Committee Act apply to this task force.
The task force will:

1. Review research on agricultural air
quality supported by Federal agencies;
2. Provide recommendations to the

Secretary of Agriculture regarding:

e Air quality and its relation to
agriculture based upon sound scientific
findings;

« Working to ensure inter-
governmental (Federal, State and local)
coordination in establishing policy for
agricultural air quality and avoiding
duplication of efforts;

» Assisting, to the extent possible,
Federal agencies in correcting erroneous
data with respect to agricultural air
quality; and

« Working to ensure that air quality
research, related to agriculture, receives
adequate peer review and considers
economic feasibility.

Task Force Membership

The task force will be made up of
United States citizens and be composed
of:

1. Individuals with expertise in
agricultural air quality and/or
agricultural production;

2. Representatives of institutions with
expertise in the impacts of air quality on
human health;

3. Representatives from agriculture
interest groups having expertise in
production agriculture;

4. Representatives from state or local
agencies having expertise in agriculture
and air quality; and

5. An atmospheric scientist.

Task force nominations must be in
writing, and provide the appropriate
background documents required by the
Department of Agriculture (USDA)
policy, including Form AD-755.
Previous nominees and current task
force members who wish to be
reappointed must update their
candidacy. Service as a task force
member shall not constitute
employment by, or the holding of an
office of, the United States for the
purpose of any Federal law.

A task force member shall serve for a
term of 2 years. Task force members
shall receive no compensation from
NRCS for their service as task force
members except as described below.

While away from home or regular
place of business as a member of the
task force, the member will be eligible
for travel expenses paid by NRCS,
including per diem in lieu of

subsistence, at the same rate as a person
employed intermittently in the
government service, under section 5703
of title 5, United States Code.
Additional information about the
AAQTF may be found on the World
Wide Web at http://aaqtf.tamu.edu.

Submitting Nominations

Nominations should be typed and
include the following:

1. A brief summary, of no more than
two pages, explaining the nominee’s
qualifications to serve on the AAQTF;

2. Resume;

3. A completed copy of form AD-755;

4. Any recent publications relative to
air quality; and

5. Any letters of endorsement.

Nominations should be sent to Elvis
Graves, at the address listed above and
postmarked no later than June 14, 2004.

Equal Opportunity Statement

To ensure that recommendations of
the task force take into account the
needs of under served and diverse
communities served by USDA,
membership shall include, to the extent
practicable, individuals representing
minorities, women, and persons with
disabilities.

Signed in Washington, DC, on April 19,
2004.

Bruce I. Knight,

Chief, Natural Resources Conservation
Service.

[FR Doc. 04-9744 Filed 4-28-04; 8:45 am]
BILLING CODE 3410-16-P

DEPARTMENT OF COMMERCE
[1.D. 042604B]

Submission for OMB Review;
Comment Request

The Department of Commerce has
submitted to the Office of Management
and Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Agency: National Oceanic and
Atmospheric Administration (NOAA).

Title: NOAA'’s Teacher-At-Sea
Program.

Form Number(s): None.

OMB Approval Number: 0648—0283.

Type of Request: Regular submission.

Burden Hours: 309.

Number of Respondents: 375.

Average Hours Per Response: 45
minutes to read and complete
application; 15 minutes to complete a
Health Services Questionnaire; 15
minutes to deliver and discuss
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recommendation forms to persons who
will fill them out; 15 minutes to
complete a recommendation form; and 2
hours for a follow-up report.

Needs and Uses: The Teacher-At-Sea
Program provides educators with the
opportunity to participate in research
projects aboard NOAA vessels. The
respondents are educators who provide
information about themselves and their
teaching situation and who submit a
follow-up report with ideas for
classroom applications.
Recommendations are also required.

Affected Public: Individuals or
households.

Frequency: On occasion.

Respondent’s Obligation: Required to
obtain or retain benefits.

OMB Desk Officer: David Rostker,
(202) 395-3897.

Copies of the above information
collection proposal can be obtained by
calling or writing Diana Hynek,
Departmental Paperwork Clearance
Officer, (202) 482—-0266, Department of
Commerce, Room 6625, 14th and
Constitution Avenue, NW, Washington,
DC 20230 (or via the Internet at
dHynek@doc.gov).

Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to David Rostker, OMB Desk
Officer, FAX number 202-395-7285, or
David Rostker@omb.eop.gov.

Dated: April 22, 2004.
Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 04-9755 Filed 4—28-04; 8:45 am]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE
[1.D. 042304D)]

Submission for OMB Review;
Comment Request

The Department of Commerce has
submitted to the Office of Management
and Budget (OMB) for clearance the
following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Agency: National Oceanic and
Atmospheric Administration (NOAA).

Title: Licensing of Private Land
Remote-Sensing Space Systems.

Form Number(s): None.

OMB Approval Number: 0648—-0174.

Type of Request: Regular submission.

Burden Hours: 295.

Number of Respondents: 18.

Average Hours Per Response: License
application, 40 hours; amendment, 10

hours; foreign agreement notification
(including investment), 2 hours;
executive summary, 1 hour; notification
of the demise of a system or a decision
to discontinue system operations, 2
hours; notification of any operational
deviation, 2 hours; submission of data
collection restriction plans, 5 hours;
submission of operational plans for
restricting collection or dissemination of
Israeli territory, 3 hours; submission of
data flow diagrams, 3 hours; submission
of satellite sub-systems drawings, 2
hours; submission of final imaging
system specifications, 3 hours;
submission of spacecraft operational
information when a spacecraft becomes
operational, 2 hours; notification of
disposition/orbital debris change, 2
hours; notifications of planned purges of
information, 2 hours; operational
quarterly reports, 3 hours; annual
compliance audits, 8 hours; annual
operational audits, 10 hours.

Needs and Uses: NOAA has
established requirements for the
licensing of private operators of remote-
sensing space systems. The information
in applications and subsequent reports
is needed to ensure compliance with the
Land Remote-Sensing Policy Act of
1992 and with the national security and
international obligations of the United
States.

Affected Public: Business or other for-
profit organizations.

Frequency: On occasion, quarterly,
annually.

Respondent’s Obligation: Mandatory.

OMB Desk Officer: David Rostker,
(202) 395-3897.

Copies of the above information
collection proposal can be obtained by
calling or writing Diana Hynek,
Departmental Paperwork Clearance
Officer, (202) 482-0266, Department of
Commerce, Room 6625, 14th and
Constitution Avenue, NW, Washington,
DC 20230 (or via the Internet at
dHynek@doc.gov).

Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to David Rostker, OMB Desk
Officer, FAX number 202-395-7285, or
David Rostker@omb.eop.gov.

Dated: April 22, 2004.

Gwellnar Banks,

Management Analyst, Office of the Chief
Information Officer.

[FR Doc. 04-9756 Filed 4-28-04; 8:45 am]

BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

International Trade Administration

[A-122-822]

Notice of Extension of Time Limit for
Preliminary Results of Antidumping
Duty Administrative Review:
Corrosion-Resistant Carbon Steel Flat
Products From Canada

AGENCY: Import Administration,
International Trade Administration,
Department of Commerce.

EFFECTIVE DATE: April 29, 2004.

SUMMARY: The Department of Commerce
(the Department) is extending the time
limit for the preliminary results of the
antidumping duty administrative review
of corrosion-resistant carbon steel flat
products from Canada until no later
than August 30, 2004. This review
covers the period August 1, 2002,
through July 31, 2003. The extension is
made pursuant to section 751(a)(3)(A) of
the Tariff Act of 1930, as amended (‘“‘the
Act”).

FOR FURTHER INFORMATION CONTACT:
Scott Lindsay or Thomas Gilgunn,
Office of AD/CVD Enforcement 7,
Import Administration, International
Trade Administration, U.S. Department
of Commerce, 14th Street and
Constitution Avenue, NW., Washington,
DC 20230, at (202) 482—-0780 or (202)
482-4236, respectively.

Background

The Department of Commerce (the
Department) received timely requests
for administrative review of the
antidumping duty order on corrosion-
resistant carbon steel flat products from
Canada, with respect to Continuous
Color Coat, Ltd. (**CCC"), Dofasco Inc.
(““Dofasco”), ldeal Roofing Company,
Ltd. (“Ideal Roofing”), Impact Steel
Canada, Ltd. (*Impact Steel’’), Russel
Metals Export (“‘Russel Metals™),
Sorevco and Company, Ltd.
(““Sorevco’), and Stelco Inc. (“‘Stelco”).
On September 30, 2003, the Department
published a notice of initiation of this
administrative review for the period of
August 1, 2002, through July 31, 2003
(68 FR 56262).

On December 19, 2003, the
Department rescinded the
administrative reviews of CCC, Impact
Steel, and Ideal Roofing (68 FR 70764).
On March 30, 2004, the Department
rescinded the administrative review of
Russel Metals (69 FR 16521). After these
rescissions, the only companies still
subject to review were Stelco, Dofasco,
and Sorevco.
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Extension of Time Limits for
Preliminary Results

Pursuant to section 751(a)(3)(A) of the
Act, the Department shall issue
preliminary results in an administrative
review of an antidumping duty order
within 245 days after the last day of the
anniversary month of the date of
publication of the order. The Act further
provides, however, that the Department
may extend that 245-day period to 365
days if it determines it is not practicable
to complete the review within the
foregoing time period.

In light of the complexity of analyzing
Stelco’s, Dofasco’s and Sorevco’s cost
calculations, and the issues concerning
Dofasco’s and Sorevco’s affiliation, it is
not practicable to complete this review
by the current deadline of May 2, 2004.

Therefore, in accordance with section
751(a)(3)(A) of the Act, the Department
is extending the time limit for the
preliminary results by 120 days, until
no later than August 30, 2004. The final
results continue to be due 120 days after
the publication of the preliminary
results.

This notice is issued and published in
accordance to sections 751(a)(1) and
777(i)(1) of the Act.

Dated: April 21, 2004.
Joseph A. Spetrini,

Deputy Assistant Secretary for Import
Administration, Group IIl.

[FR Doc. 04-9746 Filed 4—28-04; 8:45 am]
BILLING CODE 3510-DS-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[1.D. 042204F]

Magnuson-Stevens Act Provisions;
General Provisions for Domestic
Fisheries; Application for Exempted
Fishing Permits (EFPs)

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Department of Commerce.

ACTION: Notification of a proposal for
EFPs to conduct experimental fishing;
request for comments.

SUMMARY: The Assistant Regional
Administrator for Sustainable Fisheries,
Northeast Region, NMFS (Assistant
Regional Administrator) has made a
preliminary determination that the
subject EFP application contains all the
required information and warrants
further consideration. The Assistant
Regional Administrator has also made a
preliminary determination that the

activities authorized under the EFP
would be consistent with the goals and
objectives of the Northeast (NE)
Multispecies Fishery Management Plan
(FMP). However, further review and
consultation may be necessary before a
final determination is made to issue the
EFP. Therefore, NMFS announces that
the Assistant Regional Administrator
proposes to recommend that an EFP be
issued that would allow two
commercial fishing vessels to conduct
fishing operations that are otherwise
restricted by the regulations governing
the fisheries of the Northeastern United
States. The EFP would allow for
exemptions from the FMP as follows:
The GOM Rolling Closure Areas; the
Days-at-Sea (DAS) notification
requirements; and the effort-control
program (DAS).

Regulations under the Magnuson-
Stevens Fishery Conservation and
Management Act require publication of
this notification to provide interested
parties the opportunity to comment on
applications for proposed EFPs.

DATES: Comments on this document
must be received on or before May 14,
2004.

ADDRESSES: Comments on this notice
may be submitted by e-mail. The
mailbox address for providing e-mail
comments is DA498@noaa.gov. Include
in the subject line of the e-mail
comment the following document
identifier: “Comments on Manomet
Rigid-Mesh Panel Gear Study.” Written
comments should be sent to Patricia A.
Kurkul, Regional Administrator, NMFS,
Northeast Regional Office, 1 Blackburn
Drive, Gloucester, MA 01930. Mark the
outside of the envelope *“*Comments on
Manomet Rigid-Mesh Panel Gear
Study.” Comments may also be sent via
facsimile (fax) to (978) 281-9135.

FOR FURTHER INFORMATION CONTACT:
Brian Hooker, Fishery Management
Specialist, phone 978-281-9220.
SUPPLEMENTARY INFORMATION: The
Manomet Center for Conservation
Sciences (Manomet) submitted an
application for an EFP on April 2, 2004.
Information completing the application
was received on April 14, 2004. The
proposed project, ‘“Development and
Testing of a Novel ‘Rigid-Mesh’ Bycatch
Reduction Device for the Gulf of Maine
Groundfish Fisheries,” is the second
year of the project funded by the
Northeast Consortium.

The main purpose of the project is to
test a fishing gear net modification that
utilizes a panel of rigid mesh inserted
between the extension and codend of a
conventional otter trawl. The
researchers seek to assess the
applicability of the rigid mesh panel in

the GOM NE multispecies fishery
towards reducing regulatory discard.
The proposed panel would be 2 meters
(6.5 ft) in length and entirely
constructed of elongate meshes 60 mm
(2.36 in) by 200 mm (7.87 in) long and
would be inserted along the net between
the extension and a conventional 16.5—
cm (6.5—inch) diamond mesh codend.
The panel would extend around the
entire circumference of the net. The net
would be filmed inside and outside to
verify proper construction and
document fish behavior. The
experimental design for the project calls
for towing the experimental net and the
conventional net in alternate tows (A-B-
B-A pattern). No more than a total of 40
tows would be performed during the
fishing trials.

The main species that would expected
to be caught under this EFP are: 45.40
kg (100 Ib) of yellowtail flounder; 9 kg
(20 Ib) of winter flounder; 45.40 kg (100
Ib) of summer flounder; 45.40 kg (100
Ib) of American plaice; 138 kg (305 Ib)
of cod; 11 kg (25 Ib) of haddock; 490 kg
(2,080 Ib) of skates; 166 kg (365 Ib) of
spiny dogfish; and 1,601 kg (3,530 Ib) of
monkfish. These estimates are based, in
part, upon two days of testing which
occurred in 2003. There will be no
retention of undersized fish onboard the
vessels. The project would take place
between June 1-July 31, 2004. The
study would occur in two areas: Area 1
is off the Maine coast in 30—minute
squares 138, 139, 140, 146, and 147; and
Area 2 is off of Cape Cod in 30—-minute
squares 123 and 124. At no time is
fishing to occur inside year-round
closure areas. Exemption from 10 DAS,
5 per vessel, is requested to conduct the
experiment. DAS exemptions are
requested as a commercial DAS level of
effort would not likely be realized and
profit from the sale of fish would be
used to offset research costs associated
with data analysis, report production,
travel, and leasing the vessels.

This EFP would allow for exemptions
from the Northeast (NE) Multispecies
Fishery Management Plan (FMP) as
follows: The GOM Rolling Closure
Areas specified at 50 CFR
648.81(g)(1)(i)-(v); the Days-at-Sea (DAS)
notification requirements specified at
§648.10; and the effort-control program
(DAS) as specified at § 648.82(a).

Authority: 16 U.S.C. 1801 et seq.
Dated: April 23, 2004.
Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. E4-956 Filed 4-28-04; 8:45 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[1.D. 042004B]

Marine Mammals; File No. 350-1739

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Issuance of permit.

SUMMARY: Notice is hereby given that
Brendan Kelly, Ph.D., University of
Alaska Southeast, 11120 Glacier
Highway, Juneau, Alaska 99801 has
been issued a permit to conduct
research on ringed seals (Phoca hispida)
in Alaska.

ADDRESSES: The permit and related
documents are available for review
upon written request or by appointment
in the following office(s):

Permits, Conservation and Education
Division, Office of Protected Resources,
NMFS, 1315 East-West Highway, Room
13705, Silver Spring, MD 20910; phone
(301)713-2289; fax (301)713-0376; and

Alaska Region, NMFS, P.O. Box
21668, Juneau, AK 99802-1668; phone
(907)586-7221; fax (907)586—7249.

FOR FURTHER INFORMATION CONTACT:
Amy Sloan or Ruth Johnson, (301)713—
2289.

SUPPLEMENTARY INFORMATION: On March
17, 2004, notice was published in the
Federal Register (69 FR 12643) that a
request for a scientific research permit
to take ringed seals had been submitted
by the above-named individual. The
requested permit has been issued under
the authority of the Marine Mammal
Protection Act of 1972, as amended (16
U.S.C. 1361 et seq.), and the Regulations
Governing the Taking and Importing of
Marine Mammals (50 CFR part 216).

The purpose of the permitted research
is to study the site fidelity, behavior,
and ecological significance of home
ranges of ringed seals in Alaska through
monitoring, capturing, tagging, using
video-mounted cameras, and genetics
sampling of seals primarily in the
Prudhoe Bay, Alaska region of the
Beaufort Sea, and also along the coasts
of the Bering, Chukchi, and other areas
of the Beaufort Sea in Alaska.

In compliance with the National
Environmental Policy Act of 1969 (42
U.S.C. 4321 et seq.), a final
determination has been made that the
activity proposed is categorically
excluded from the requirement to
prepare an environmental assessment or
environmental impact statement.

Dated: April 23, 2004.
Stephen L. Leathery,

Chief, Permits, Conservation and Education
Division, Office of Protected Resources,
National Marine Fisheries Service.

[FR Doc. 04-9754 Filed 4-28-04; 8:45 am]

BILLING CODE 3510-22-S

DEPARTMENT OF DEFENSE
Office of the Secretary

Meeting of the Defense Policy Board
Advisory Committee

AGENCY: Department of Defense, Defense
Policy Board Advisory Committee.
ACTION: Notice.

SUMMARY: The Defense Policy Board
Advisory Committee will meet in closed
session at the Pentagon on May 19,
2004, from 0930 to 2000 and May 20,
2004 from 0830 to 1500.

The purpose of the meeting is to
provide the Secretary of Defense,
Deputy Secretary of Defense and Under
Secretary of Defense for Policy with
independent, informed advice on major
matters of defense policy. The Board
will hold classified discussions on
national security matters.

In accordance with section 10(d) of
the Federal Advisory Committee Act,
Public Law 92—-463, as amended [5
U.S.C. App Il (1982)], it has been
determined that this meeting concerns
matters listed in 5 U.S.C. 552B
(c)(1)(1982), and that accordingly this
meeting will be closed to the public.

Dated: April 23, 2004.
L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 04-9662 Filed 4—28-04; 8:45 am]
BILLING CODE 5001-06-M

DEPARTMENT OF DEFENSE
Office of the Secretary

Defense Science Board

AGENCY: Department of Defense.
ACTION: Notice of advisory committee
meeting.

SUMMARY: The Defense Science Board
(DSB) Task Force on Strategic Strike
Skills will meet in closed session on
May 14, 2004, in Arlington, VA. The
Task Force will assess the future
strategic strike force skills needs of the
Department of Defense (DoD).

The mission of the DSB is to advise
the Secretary of Defense and the Under
Secretary of Defense for Acquisition,
Technology & Logistics on scientific and

technical matters as they affect the
perceived needs of the Department of
Defense. Last summer the DSB assessed
DoD needs for future strategic strike
forces. Assessed was the application of
technology for non-nuclear weapons
systems, communications, planning
systems, and intelligence as well as the
integration of strategic strike with active
defenses as part of the new triad. This
“skills’”” study will complement the
previous strategic forces study by
focusing on the people and the skills
necessary to develop, maintain, plan,
and successfully execute future strategic
strike forces. At this meeting, the Task
Force will: assess current skills
available, both nuclear and non-nuclear
of current long-range strike forces;
identify, assess and recommend new/
modified/enhanced skill sets necessary
for successful future strike force
development, planning, and operations;
and recommend a strategy for the
successful evolution of the current skills
to those required by future strike forces.

In accordance with section 10(d) of
the Federal Advisory Committee Act,
Public Law 92-463, as amended (5
U.S.C. App.Il), it has been determined
that this Defense Science Board Task
Force meeting concerns matters listed in
5 U.S.C. 552b(c)(1) and that,
accordingly, the meeting will be closed
to the public.

Dated: April 23, 2004.
L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 04-9663 Filed 4-28-04; 8:45 am]
BILLING CODE 5001-06-M

DEPARTMENT OF DEFENSE
Defense Contract Audit Agency

Privacy Act of 1974; System of
Records

AGENCY: Defense Contract Audit
Agency.

ACTION: Notice to amend and delete
records systems.

SUMMARY: The Defense Contract Audit
Agency is amending a notice in its
inventory of record systems subject to
the Privacy Act of 1974 (5 U.S.C. 552a),
as amended.

DATES: The actions will be effective on
June 1, 2004 unless comments are
received that would result in a contrary
determination.

ADDRESSES: Send comments to Senior
Advisor, Defense Contract Audit
Agency, Information and Privacy, CM,
8725 John J. Kingman Road, Suite 2135,
Fort Belvoir, VA 22060-6219.
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FOR FURTHER INFORMATION CONTACT: Mr.
Dave Henshall at (703) 767—1005.
SUPPLEMENTARY INFORMATION: The
Defense Contract Audit Agency notices
for systems of records subject to the
Privacy Act of 1974 (5 U.S.C. 552a), as
amended, have been published in the
Federal Register and are available from
the address above.

The proposed action is not within the
purview of subsection (r) of the Privacy
Act (5 U.S.C. 552a), as amended, which
would require the submission of a new
or altered system report for each system.

Dated: April 23, 2004.
L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

DELETION
RDCAA 152.7

SYSTEM NAME:

Clearance Certification (May 18, 1999,
64 FR 26947).

REASON:

These records are now being
maintained under the DoD-wide Privacy
Act system of records notice FO31 DoD
A, entitled “‘Joint Personnel
Adjudication System (JPAS)” last
published in the Federal Register on
November 29, 2002, at 67 FR 71152.

AMENDMENTS
RDCAA 152.1
SYSTEM NAME:

The Enhanced Access Management
System (TEAMS) (January 11, 2002, 67
FR 1448).

CHANGES:
* * * * *

PURPOSE(S):

Add to the second paragraph ““and the
Joint Personnel Adjudication System”.
* * * * *

RDCAA 152.1

SYSTEM NAME:

The Enhanced Access Management
System (TEAMS).

SYSTEM LOCATION:

Security Office, Headquarters,
Defense Contract Audit Agency, 8725
John J. Kingman Road, Suite 2135, Fort
Belvoir, VA 22060-6219.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:
All DCAA employees.

CATEGORIES OF RECORDS IN THE SYSTEM:
Records contain name, Social Security

Number, date and place of birth,
citizenship, position sensitivity,

accession date, type and number of
DCAA identification, position number,
organizational assignment, security
adjudication, clearance, eligibility, and
investigation data.

AUTHORITY FOR MAINTENANCE ON THE SYSTEM:

5 U.S.C. 301, Departmental
Regulation; E.O. 10450, Security
Requirements for Government
Employees, as amended; E.O. 12958,
Classified National Security
Information; and E.O. 9397 (SSN).

PURPOSE(S):

To provide the DCAA Security Office
with a ready reference of security
information on DCAA personnel.

To submit data on a regular basis to
the Defense Clearance and
Investigations Index and the Joint
Personnel Adjudication System.

To provide the DCAA Drug Program
Coordinator with a listing of individuals
who hold security clearances for the
purpose of creating the drug testing
pool, from which individuals are
randomly chosen for drug testing.

ROUTINE USES OF RECORDS MAINTAINED IN THE
SYSTEM, INCLUDING CATEGORIES OF USERS AND
THE PURPOSES OF SUCH USES:

In addition to those disclosures
generally permitted under 5 U.S.C.
552a(b) of the Privacy Act, these records
or information contained therein may
specifically be disclosed outside the
DoD as a routine use pursuant to 5

U.S.C. 552a(b)(3) as follows:

The DoD ‘Blanket Routine Uses’ that
appear at the beginning of DCAA’s
compilation of systems of records
notices apply to this system.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:
Records are maintained in automated
data systems.

RETRIEVABILITY:
Records are retrieved by Social
Security Number or name of employee.

SAFEGUARDS:

Automated records are protected by
restricted access procedures. Records
are accessible only to authorized
personnel who are properly cleared and
trained and who require access in
connection with their official duties.

RETENTION AND DISPOSAL:
Records are retained in the active file
until an employee separates from the
agency. At that time, records are moved
to the inactive file, retained for five
years, and then deleted from the system.
Hard copy listings and tapes produced
by this system are destroyed by burning.

SYSTEM MANAGER(S) AND ADDRESS:

Security Officer, Headquarters,
Defense Contract Audit Agency, 8725
John J. Kingman Road, Suite 2135, Fort
Belvoir, VA 22060-6219.

NOTIFICATION PROCEDURE:

Individuals seeking to determine
whether information about themselves
is contained in this system should
address written inquiries to the Security
Office, Headquarters, Defense Contract
Audit Agency, 8725 John J. Kingman
Road, Suite 2135, Fort Belvoir, VA
22060-6219.

Individuals must furnish name, Social
Security Number, and approximate date
of their association with DCAA.

RECORD ACCESS PROCEDURES:

Individuals seeking access to
information about themselves contained
in this system should address written
inquiries to the Security Office,
Headquarters, Defense Contract Audit
Agency, 8725 John J. Kingman Road,
Suite 2135, Fort Belvoir, VA 22060-
6219.

Individuals must furnish name, Social
Security Number, and approximate date
of their association with DCAA.

CONTESTING RECORD PROCEDURES:

DCAA’s rules for accessing records,
for contesting contents and appealing
initial agency determinations are
published in DCAA Regulation 5410.10;
32 CFR part 317; or may be obtained
from the system manager.

RECORD SOURCE CATEGORIES:

Information, other than data obtained
directly from individual employees, is
obtained by DCAA Headquarters
Security and Regional Office Personnel
Divisions, and Federal Agencies.

EXEMPTIONS CLAIMED FOR THE SYSTEM:
None.

RDCAA 590.8

SYSTEM NAME:

DCAA Management Information
System (DMIS) (January 11, 2002, 67 FR
1448).

CHANGES
* * * * *

SYSTEM LOCATION:
Insert ““System design and
Development Branch,” after

“Information Technology Division”.
* * * * *

RDCAA 590.8

SYSTEM NAME:

DCAA Management Information
System (DMIS).
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SYSTEM LOCATION:

Defense Contract Audit Agency,
Information Technology Division,
System Design and Development
Branch, 4075 Park Avenue, Memphis,
TN 38111-7492.

CATEGORIES OF INDIVIDUALS COVERED BY THE
SYSTEM:

DCAA employees and contractors.

CATEGORIES OF RECORDS IN THE SYSTEM:

Records relating to audit work
performed in terms of hours expended
by individual employees, dollar
amounts audited, exceptions reported,
and net savings to the government as a
result of those exceptions; records
containing contractor information;
records containing reimbursable billing
information; name Social Security
Number, pay grade and (optionally)
address information.

AUTHORITY FOR MAINTENANCE OF THE SYSTEM:

5 U.S.C. 301, Departmental
Regulations and E.O. 9397 (SSN).

PURPOSE(S):

To provide managers and supervisors
with timely, on-line information
regarding audit requirements, programs,
and performance.

ROUTINE USES OF RECORDS MAINTAINED IN THE
SYSTEM, INCLUDING CATEGORIES OF USERS AND
THE PURPOSES OF SUCH USES:

In addition to those disclosures
generally permitted under 5 U.S.C.
552a(b) of the Privacy Act, these records
or information contained therein may
specifically be disclosed outside the
DoD as a routine use pursuant to 5
U.S.C. 552a(b)(3) as follows:

The DoD ‘Blanket Routine Uses’ that
appear at the beginning of DCAA’s
compilation of systems of records
notices apply to this system.

POLICIES AND PRACTICES FOR STORING,
RETRIEVING, ACCESSING, RETAINING, AND
DISPOSING OF RECORDS IN THE SYSTEM:

STORAGE:

Records are maintained in an on-line
database and on magnetic tape at secure
offsite storage.

RETRIEVABILITY:

Records are retrieved by organization
levels, name of employee, Social
Security Number, office symbol, audit
activity codes, or any other combination
of these identifiers.

SAFEGUARDS:!

Automated records are protected by
restricted access procedures. Access to
records is strictly limited to authorized
officials with a bona fide need for the
records.

RETENTION AND DISPOSAL:
Records are retained indefinitely.

SYSTEM MANAGER(S) AND ADDRESS:

Chief, Information technology
Division, System Design and
Development Branch, Defense Contract
Audit Agency, 4075 Park Avenue,
Memphis, TN 38111-74922.

NOTIFICATION PROCEDURE:

Individuals seeking to determine
whether information about themselves
is contained in this system should
address written inquiries to the Chief,
Information Technology Division,
System Design and Development
Branch, Defense Contract Audit Agency,
4075 Park Avenue, Memphis, TN
38111-7492.

Individuals must furnish name, Social
Security Number, approximate date of
record, and geographic area in which
consideration was requested for record
to be located and identified. Official
mailing addresses are published as an
appendix to the DCAA’s compilation of
systems notices.

RECORD ACCESS PROCEDURES:

Individuals seeking access to
information about themselves contained
in this system should address written
inquiries to the Chief, Information
Technology Division, System Design
and Development Branch, Defense
Contract Audit Agency, 4075 Park
Avenue, Memphis, TN 38111-7492.

Individuals must furnish name, Social
Security Number, approximate date of
record, and geographic area in which
consideration was requested for record
to be located and identified.

CONTESTING RECORD PROCEDURES:

DCAA’s rules for accessing records,
for contesting contents and appealing
initial agency determinations are
published in DCAA Regulation 5410.10;
32 CFR part 317; or may be obtained
from the system manager.

RECORD SOURCE CATEGORIES;

Individual employees, supervisors,
audit reports and working papers.

EXEMPTIONS CLAIMED FOR THE SYSTEM:
None.

[FR Doc. 04-9665 Filed 4-28-04; 8:45 am]
BILLING CODE 5001-06-M

DEPARTMENT OF DEFENSE
Department of the Navy

Notice of Availability of Government-
Owned Invention; Available for
Licensing

AGENCY: Department of the Navy, DOD.

ACTION: Notice.

SUMMARY: The following invention is
assigned to the United States
Government as represented by the
Secretary of the Navy and is made
available for licensing by the
Department of the Navy. U.S. Patent
Application Serial Number 10/807574
entitled “Integrated Maritime Portable
Acoustic Scoring and Simulator Control
and Improvements.”

ADDRESSES: Requests for copies of the
Patent Application cited should be
directed to the Naval Surface Warfare
Center, Code 05T, 101 Strauss Avenue,
Indian Head, MD 20640-5035.

FOR FURTHER INFORMATION CONTACT: Dr.
J. Scott Deiter, Head, Technology
Transfer Office, Naval Surface Warfare
Center Indian Head Division, Code 05T,
101 Strauss Avenue, Indian Head, MD
20640-5035, telephone (301) 744-6111.

Dated: April 21, 2004.
S.A. Hughes,
Lieutenant Commander, Judge Advocate
General’s Corps, U.S. Navy, Federal Register
Liaison Officer.
[FR Doc. 04-9667 Filed 4-28-04; 8:45 am]
BILLING CODE 3810-FF-P

DEPARTMENT OF DEFENSE
Department of the Navy

Notice of Intent To Grant Partially
Exclusive License; METOCEAN Data
System

AGENCY: Department of the Navy, DOD.
ACTION: Notice.

SUMMARY: The Department of the Navy
gives notice of its intent to grant
METOCEAN Data System a revocable,
nonassignable, partially exclusive
license, with exclusive fields of use in
portable acoustic scoring, acoustic
sounding and simulator control, in the
United States to practice the
Government-owned invention, U.S.
Patent Application Serial Number 10/
807574 entitled “Integrated Maritime
Portable Acoustic Scoring and
Simulator Control and Improvements.”
DATES: Anyone wishing to object to the
grant of this license must file written
objections along with supporting
evidence, if any, not later than May 20,
2004.

ADDRESSES: Written objections are to be
filed with Indian Head Division, Naval
Surface Warfare Center, Code OC4, 101
Strauss Avenue, Indian Head, MD
20640-5035.

FOR FURTHER INFORMATION CONTACT: Dr.
J. Scott Deiter, Head, Technology
Transfer Office, Naval Surface Warfare
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Center Indian Head Division, Code 05T,

101 Strauss Avenue, Indian Head, MD

20640-5035, telephone (301) 744-6111.
Dated: April 21, 2004.

S.A. Hughes,

Lieutenant Commander, Judge Advocate

General’s Corps, U.S. Navy, Federal Register

Liaison Officer.

[FR Doc. 04-9666 Filed 4—28-04; 8:45 am]

BILLING CODE 3810-FF-P

DEPARTMENT OF ENERGY

Agency Information Collection
Extension

AGENCY: U.S. Department of Energy.
ACTION: Notice and request for
comments.

SUMMARY: The Department of Energy
(DOE), pursuant to the Paperwork
Reduction Act of 1995, intends to
extend for three years, an information
collection package with the Office of
Management and Budget (OMB)
concerning the Renewable Energy
Production Incentive. The package
covers the collection of information
concerning annual applications from the
owners of qualified renewable energy
generation facilities for the
consideration of renewable energy
production incentive payments. This
information is used by the Department
to determine if the applicant’s facility
qualifies for these payments and to
determine the amount of net electricity
produced that qualifies for these
payments. This information is critical to
ensure that the Government has
sufficient information to ensure the
proper use of public funds for these
incentive payments. Comments are
invited on: (a) Whether the extended
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the

burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

DATES: Comments regarding this
proposed information collection must
be received on or before June 28, 2004.
If you anticipate difficulty in submitting
comments within that period, contact
the persons listed in the ADDRESSES
section as soon as possible.

ADDRESSES: Written comments may be
sent to: William J. Raup, Office of
Weatherization and Intergovernmental
Programs (EE-2K), Department of
Energy, Washington, DC 20585, or by
fax at (202) 586-1233 or (202) 586—-3485
or by e-mail at william.raup@ee.doe.gov.

Sharon A. Evelin, Acting Director,
Records Management Division, IM-11/
Germantown Bldg., Office of the Chief
Information Officer, U.S. Department of
Energy, 1000 Independence Ave SW.,
Washington, DC 20585-1290. or by fax
at 301-903-9061 or by e-mail at
sharon.evelin@hq.doe.gov.

FOR FURTHER INFORMATION CONTACT:
Requests for additional information or
copies of the information collection
instrument and instructions should be
directed to the two individuals specified
in the ADDRESSES section.

SUPPLEMENTARY INFORMATION: This
package contains: (1) OMB No. 1910-
0068; (2) Package Title: Renewable
Energy Production Incentive; (3) Type of
Review: renewal; (4) Purpose: To
provide required information to receive
consideration for payment for qualified
renewable energy electricity produced
in the prior fiscal year; (5) Respondents:
75; (6) Estimated Number of Burden
Hours: 450.

Statutory Authority: Energy Policy Act of
1992, P.L. 102-486, 42, U.S.C. 13317

Issued in Washington, DC on April 23,
2004.
Sharon A. Evelin,

Acting Director, Records Management
Division, Office of the Chief Information
Officer.

[FR Doc. 04-9710 Filed 4-28-04; 8:45 am]
BILLING CODE 6450-01-P

ENVIRONMENTAL PROTECTION
AGENCY

[FRL-7654-8]

Agency Programs Subject to Executive
Order 12372 and Section 204 of the
Demonstration Cities and Metropolitan
Development Act

AGENCY: Environmental Protection
Agency.
ACTION: Notice.

SUMMARY: The Environmental Protection
Agency (EPA) is publishing an updated
list of programs which States may
choose to review under their official
Executive Order 12372
(Intergovernmental Review of Federal
Programs) process and under section
204 of the Demonstration Cities and
Metropolitan Development Act. This
notice announcing the list of EPA
programs and activities subject to
intergovernmental review is required
under 40 CFR 29.3.

DATES: This list is effective April 2004.

FOR FURTHER INFORMATION CONTACT:
Marla Sheppard, 202-564-5954.

SUPPLEMENTARY INFORMATION: EPA
published a notice (86 FR 26647, Nov.
26, 1986) in the Federal Register which
listed EPA programs subject to review
under Executive Order 12372 and
section 204 of the Demonstration Cities
and Metropolitan Development Act. The
following list provides a more current
catalogue of EPA programs and
activities which States may choose to
review under their official Executive
Order 12372 process. Programs which
may also be subject to review under
section 204 of the Demonstration Cities
and Metropolitan Development Act are
identified with an asterisk (*). Executive
Order 12372 exempts tribal programs
from intergovernmental review.
Accordingly, tribal initiatives within
EPA programs are excluded from the
intergovernmental review process. For
additional information about the
following EPA programs, please visit the
Catalog of Federal Domestic Assistance
(CFDA) Web site at http://www.cfda.gov
or http://www.epa.gov/ogd/grants/
cfda.htm.

PROGRAMS SUBJECT TO EXECUTIVE ORDER 12372 AND SECTION 204 OF THE DEMONSTRATION CITIES AND

METROPOLITAN DEVELOPMENT ACT

CFDA No.

Program Title

Ozone Transport.

Air Pollution Control Program Support.
State Indoor Radon Grants.

Surveys, Studies, Investigations, Demonstrations and Special Purpose Activities relating to the Clean Air Act.
Compliance Assistance—Support for Services to the Regulated Community and Other Assistance Providers.
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PROGRAMS SUBJECT TO EXECUTIVE ORDER 12372 AND SECTION 204 OF THE DEMONSTRATION CITIES AND

METROPOLITAN DEVELOPMENT ACT—Continued

CFDA No.

Program Title

Construction Grants for Wastewater Treatment Works.

Water Pollution Control State and Interstate Program Support.

Surveys, Studies, Demonstrations and Special Purpose Grants—Section 1442 of the Safe Drinking Water Act.

State Public Water System Supervision.

State Underground Water Source Protection.

Surveys, Studies, Investigations, Demonstrations, and Training Grants and Cooperative Agreements—Section 104(b)(3)
of the Clean Water Act.

Long Island Sound Program.

Targeted Watershed Initiative.

Water Quality Management Planning.

National Estuary Program.

Capitalization Grants for Clean Water State Revolving Funds.

Nonpoint Source Implementation Grants.

Wetland Program Development Grants.

Water Quality Cooperative Agreements.

Chesapeake Bay Program.

Wastewater Operator Training Grant Program (Technical Assistance).

Capitalization Grants for Drinking Water State Revolving Funds.

Great Lakes Program.

State Grants to Reimburse Operators of Small Water Systems for Training and Certification Costs.

Beach Monitoring and Notification Program Implementation Grants.

Gulf of Mexico Program.

Vulnerability Assessments and Related Security Improvements at Large Drinking Water Utilities.

Vulnerability Assessments and Related Security Improvements at Large Privately-Owned Community Drinking Water Utili-
ties.

Environmental Protection Consolidated Research.t

Science To Achieve Results (STAR) Program.t

Surveys, Studies, Investigations and Special Purpose Grants within the Office of Research and Development.t

Office of Research and Development Consolidated Research.?

Regional Environmental Monitoring Assessment Program.t

Greater Opportunities: Research Program.

National Student Design Competition for Sustainability.:

Environmental Protection Consolidated Grants—Program Support.

Environmental Justice Grants to Small Community Groups.

Performance Partnership Grants.

Surveys, Studies, Investigations and Special Purpose Grants.

Protection of Children and the Aging as a Fundamental Goal of Public Health and Environmental Protection.

Surveys, Studies, Investigations and Special Purpose Grants within the Office of the Administrator.

Environmental Policy and Innovative Grants.

TSCA Title IV State Lead Grants Certification of Lead-Based Paint Professionals.

Pollution Prevention Grants Program.

Capacity Building Grants and Cooperative Agreements for States and Tribes.

Surveys, Studies, Investigations, Training Demonstrations and Educational Outreach.

Source Reduction Assistance.

Hazardous Waste Management State Program Support.

Superfund State, Political Subdivision, and Indian Tribe Site Specific Cooperative Agreements.

State and Tribal Underground Storage Tanks Program.

Leaking Underground Storage Tank Trust Fund Program.

Superfund Technical Assistance Grants (TAG) for Citizen Groups at Priority Sites.

Solid Waste Management Assistance.

Superfund State and Indian Tribe Core Program Cooperative Agreements.

Chemical Emergency Preparedness and Prevention Technical Assistance Grants Program.

Brownfield Pilots Cooperative Agreements.

Alternative or Innovative Treatment Technology Research, Demonstration, Training, and Hazardous Substance Research
Grants.

Brownfields Training, Research, and Technical Assistance Grants and Cooperative Agreements.

Headquarter and Regional Underground Storage Tanks Program.

State and Tribal Response Program Grants.

Brownfields Assessment and Cleanup Cooperative Agreements.

International Financial Assistance Projects Sponsored by the Office of International Affairs.

Direct Development Activity Title

(N/AY*
(NIA)* .
(N/A)*

Real property acquisition or disposition, including obtaining major leases or easements.
Construction of new EPA facilities.
EPA issued plans and permits which do not impact interstate areas.

1Selection is limited to proposals administered by the Office of Research and Development which (a) require an Environmental Impact State-
ment (EIS); or (b) do not require an EIS but will be newly initiated at a particular site and require unusual measures to limit the possibility of ad-
verse exposure or hazard to the general public; or (c) have a unique geographic focus and are directly relevant to the governmental responsibil-
ities of a State or local government within that geographic area. Otherwise, national research programs are exempt from review.
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Authority: E.O. 12372, 47 FR 30959, 3 CFR,
1982 Comp., p. 197; 40 CFR part 29.

Sherry A. Kaschak,

Acting Assistant Administrator, Office of
Administration and Resources Management.

[FR Doc. 04-9721 Filed 4-28-04; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF THE TREASURY

Office of the Comptroller of the
Currency

FEDERAL RESERVE SYSTEM

FEDERAL DEPOSIT INSURANCE
CORPORATION

DEPARTMENT OF THE TREASURY

Office of Thrift Supervision

Proposed Agency Information
Collection Activities; Comment
Request

AGENCIES: Office of the Comptroller of
the Currency (OCC), Treasury; Board of
Governors of the Federal Reserve
System (Board); Federal Deposit
Insurance Corporation (FDIC); and
Office of Thrift Supervision (OTS),
Treasury.

ACTION: Joint notice and request for
comment.

SUMMARY: In accordance with the
requirements of the Paperwork
Reduction Act of 1995 (44 U.S.C.
chapter 35), the OCC, the Board, the
FDIC, and the OTS (the “‘agencies’) may
not conduct or sponsor, and the
respondent is not required to respond
to, an information collection unless it
displays a currently valid Office of
Management and Budget (OMB) control
number. The Federal Financial
Institutions Examination Council
(FFIEC), of which the agencies are
members, has approved the agencies’
publication for public comment of
proposed revisions to the instructions
for the Consolidated Reports of
Condition and Income (Call Report) and
the Thrift Financial Report (TFR), which
are currently approved collections of
information. At the end of the comment
period, the comments and
recommendations received will be
analyzed to determine the extent to
which the FFIEC and the agencies
should modify the proposed revised
instructions prior to giving final
approval. The agencies will then submit
the revisions to OMB for review and
approval.

DATES: Comments must be submitted on
or before June 28, 2004.

ADDRESSES: Interested parties are
invited to submit written comments to
any or all of the agencies. All comments,
which should refer to the OMB control
number(s), will be shared among the
agencies.

OCC: Comments should be sent to the
Public Information Room, Office of the
Comptroller of the Currency, Mailstop
1-5, Attention: 1557-0081, 250 E Street,
SW., Washington, DC 20219. Due to
delays in paper mail delivery in the
Washington area, commenters are
encouraged to submit comments by fax
or e-mail. Comments may be sent by fax
to (202) 874-4448, or by e-mail to
regs.comments@occ.treas.gov. You can
inspect and photocopy the comments at
the OCC’s Public Information Room, 250
E Street, SW., Washington, DC 20219.
You can make an appointment to
inspect the comments by calling (202)
874-5043.

Board: Written comments, which
should refer to “Consolidated Reports of
Condition and Income, 7100-0036,”
may be mailed to Ms. Jennifer J.
Johnson, Secretary, Board of Governors
of the Federal Reserve System, 20th and
C Streets, NW., Washington, DC 20551.
Due to temporary disruptions in the
Board’s mail service, commenters are
encouraged to submit comments by
electronic mail to
regs.comments@federalreserve.gov, or
by fax to the Office of the Secretary at
202-452-3819 or 202-452-3102.
Comments addressed to Ms. Johnson
also may be delivered to the Board’s
mailroom between 8:45 a.m. and 5:15
p.m. weekdays, and to the security
control room outside of those hours.
Both the mailroom and the security
control room are accessible from the
Eccles Building courtyard entrance on
20th Street between Constitution
Avenue and C Street, NW. Comments
received may be inspected in room M—
P-500 between 9 a.m. and 5 p.m. on
weekdays pursuant to sections 261.12
and 261.14 of the Board’s Rules
Regarding Availability of Information,
12 CFR 261.12 and 261.14.

FDIC: Written comments should be
addressed to Steven F. Hanft, Clearance
Officer, Legal Division, Room MB-3046,
Federal Deposit Insurance Corporation,
550 17th Street, NW., Washington, DC
20429. All comments should refer to
““Consolidated Reports of Condition and
Income, 3064—-0052.”” Commenters are
encouraged to submit comments by
electronic mail to comments@fdic.gov.
Comments also may be hand-delivered
to the guard station at the rear of the 550
17th Street Building (located on F
Street) on business days between 7 a.m.
and 5 p.m. Comments may be inspected
and photocopied in the FDIC Public

Information Center, Room 100, 801 17th
Street, NW., Washington, DC, between 9
a.m. and 4:30 p.m. on business days.

OTS: Information Collection
Comments, Chief Counsel’s Office,
Office of Thrift Supervision, 1700 G
Street, NW., Washington, DC 20552,
Attention: 1550-0023, Fax number (202)
906—-6518, or e-mail to
infocollection.comments@ots.treas.gov.
Due to temporary disruptions in mail
service in the Washington, DC, area,
commenters are encouraged to send
comments by fax or e-mail, if possible.
OTS will post comments and the related
index on the OTS Internet site at
www.ots.treas.gov/
pagehtml.cfm?catNumber=67&an=1. In
addition, interested persons may inspect
comments at the Public Reading Room,
1700 G Street, NW., by appointment. To
make an appointment, call (202) 906—
5922, send an e-mail to
publicinfo@ots.treas.gov, or send a
facsimile transmission to (202) 906—
7755.

A copy of the comments may also be
submitted to the OMB desk officer for
the agencies: Mark Menchik, Office of
Information and Regulatory Affairs,
Office of Management and Budget, New
Executive Office Building, Room 10235,
Washington, DC 20503, or electronic
mail to mmenchik@omb.eop.gov.

FOR FURTHER INFORMATION CONTACT: For
further information about the revisions
discussed in this notice, please contact
any of the agency clearance officers
whose names appear below. In addition,
copies of Call Report forms can be
obtained at the FFIEC’s Web site
(www.ffiec.gov/ffiec_report_forms.htm).
Copies of the TFR can be obtained at the
OTS’s Web site (www.ots.treas.gov/
pagehtml.cfm?catNumber=15).

OCC: John Ference, Acting OCC
Clearance Officer, or Camille Dixon,
(202) 874-5090, Legislative and
Regulatory Activities Division, Office of
the Comptroller of the Currency, 250 E
Street, SW., Washington, DC 20219.

Board: Michelle E. Long, Acting
Clearance Officer, (202) 452-3829,
Division of Research and Statistics,
Board of Governors of the Federal
Reserve System, 20th and C Streets,
NW., Washington, DC 20551.
Telecommunications Device for the Deaf
(TDD) users may call (202) 263-4869.

FDIC: Steven F. Hanft, Paperwork
Clearance Officer, (202) 898-3907, Legal
Division, Federal Deposit Insurance
Corporation, 550 17th Street, NW.,
Washington, DC 20429.

OTS: Marilyn K. Burton, OTS
Paperwork Clearance Officer, (202) 906—
6467, Office of Thrift Supervision, 1700
G Street, NW., Washington, DC 20552,
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by electronic mail at
marilyn.burton@ots.treas.gov.

SUPPLEMENTARY INFORMATION: The
agencies are proposing to revise the
following currently approved
collections of information:

The effect of the proposed revisions to
the reporting requirements will vary
from institution to institution
depending on the institution’s
involvement with the types of activities
or transactions to which the proposed
instructional changes apply. The
agencies estimate that since the
proposed instructional revisions change
how existing information is reported in
the Call Report and TFR,
implementation of these instructional
changes will result in little or no change
in the current reporting burden imposed
by the Call Report and TFR. The
following burden estimates include the
proposed revisions.

Report Title: OCC, Board, and FDIC:
Consolidated Reports of Condition and
Income (Call Report). OTS: Thrift
Financial Report (TFR).

Form Number: Call Report: FFIEC 031
(for banks with domestic and foreign
offices) and FFIEC 041 (for banks with
domestic offices only). TFR: OTS Form
No. 1313.

Frequency of Response: Quarterly.

Affected Public: Business or other for-
profit.

oCcC

OMB Number: 1557-0081.

Estimated Number of Respondents:
2,126 national banks.

Estimated Time per Response: 46.40
burden hours.

Estimated Total Annual Burden:
394,589 burden hours.

Board

OMB Number: 7100-0036.

Estimated Number of Respondents:
952 state member banks.

Estimated Time per Response: 52.36
burden hours.

Estimated Total Annual Burden:
199,369 burden hours.

FDIC

OMB Number: 3064-0052.

Estimated Number of Respondents:
5,332 insured state nonmember banks.

Estimated Time per Response: 37.04
burden hours.

Estimated Total Annual Burden:
790,085 burden hours.

OoTS

OMB Number: 1550-0023.

Estimated Number of Respondents:
925 insured savings associations.

Estimated Time per Response: 36.4
burden hours.

Estimated Total Annual Burden:
134,679 burden hours.

The estimated time per response for
the Call Report and the TFR is an
average, which varies by agency because
of differences in the composition of the
institutions under each agency’s
supervision (e.g., size distribution of
institutions, types of activities in which
they are engaged, and, for banks,
existence of foreign offices). For the Call
Report, the average reporting burden
includes the effect on burden during
2004 of the new Central Data Repository
(CDR) system for processing Call
Reports. The time per response for the
Call Report is estimated to range from
15 to 600 hours, depending on an
individual institution’s circumstances,
before considering the effect of
voluntary testing and global enrollment
activities related to the CDR. The
reporting burden for testing and
enrollment activities for an individual
institution is estimated to range from 16
to 69 hours in 2004, depending on the
institution’s level of participation.

General Description of Reports

These information collections are
mandatory: 12 U.S.C. 161 (for national
banks), 12 U.S.C. 324 (for state member
banks), 12 U.S.C. 1817 (for insured state
nonmember commercial and savings
banks), and 12 CFR 563.180 (for savings
associations). Except for selected items,
these information collections are not
given confidential treatment.

Abstract

Institutions file Call Reports and TFRs
with the agencies each quarter for the
agencies’ use in monitoring the
condition, performance, and risk profile
of individual institutions and the
industry as a whole. In addition, Call
Reports and TFRs provide the most
current statistical data available for
evaluating institutions’ corporate
applications such as mergers, for
identifying areas of focus for both on-
site and off-site examinations, and for
monetary and other public policy
purposes. Call Reports and TFRs are
also used to calculate all institutions’
deposit insurance and Financing
Corporation assessments and national
banks’ and savings associations’
semiannual assessment fees.

Current Action
I. Overview

This joint notice and request for
comment addresses two proposed
instructional changes that will affect
how institutions report certain
information in the Call Report and TFR.
The agencies are not proposing to

change the report forms themselves.
First, the agencies are proposing to
change and clarify the reporting
requirements for certain securitized
loans that are 90 days or more past due
and subject to seller buy-back
provisions. This first change will
primarily affect institutions that
originate or purchase and then
securitize certain residential mortgage
loans. Second, the agencies are
proposing to change the reporting
requirements for “when-issued”
securities from settlement date
accounting to trade date accounting.
This change would affect institutions
filing the Call Report that purchase or
sell “‘when-issued” securities and will
not affect institutions filing the TFR
because the TFR instructions already
require this reporting treatment.

Type of Review: Revision of currently
approved collections.

The proposed instructional revisions
to the Call Report and the TFR have
been approved for publication by the
FFIEC. The agencies intend to
implement the proposed Call Report
and TFR changes as of the September
30, 2004, report date. Nonetheless, as is
customary for Call Report and TFR
changes, if the information to be
reported in accordance with the revised
instructions is not readily available,
institutions are advised that they may
report reasonable estimates of this
information for the report date as of
which the proposed changes first take
effect.

I1. Discussion of Proposed Instructional
Revisions

A. GNMA Buy-Back Option

Under the Government National
Mortgage Association (GNMA)
Mortgage-Backed Securities Guide, the
issuer of GNMA securities has the
option to repurchase individual Federal
Housing Administration (FHA),
Department of Veterans Affairs/Veterans
Administration (VA), and Farmers
Home Administration (FmHA) loans
backing the securities when the loans
meet certain delinquency criteria. Such
a buy-back option is considered a
conditional option under Financial
Accounting Standards Board (FASB)
Statement No. 140, Accounting for
Transfers and Servicing of Financial
Assets and Extinguishments of
Liabilities (FAS 140), until the
delinquency criteria are met, at which
time the option becomes unconditional.

When the loans backing a GNMA
security (GNMA loans) are initially
securitized, the issuer of the security
treats the transaction as a sale for
accounting purposes under FAS 140
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because the option is conditional and
the issuer has surrendered control of the
loans. Accordingly, the loans are
removed from the issuer’s balance sheet.
When individual loans later meet
GNMA's specified delinquency criteria
and are eligible for repurchase, the
issuer is deemed to have regained
control of these loans and, under FAS
140, the loans can no longer be reported
as sold. These individual delinquent
GNMA loans must be brought back onto
the issuer’s books as assets, along with
an offsetting liability, regardless of
whether the issuer intends to exercise
the buy-back option.

Recently, the agencies became aware
of several inconsistencies in the way
issuers of GNMA securities have
reported certain information in their
Call Reports and TFRs relating to
GNMA loans after they have become
delinquent. In this regard, the agencies
found that some institutions were
reporting GNMA loans that were eligible
for repurchase, as well as those that
have actually been repurchased, as
“Other assets’ on the balance sheet.
Other institutions were reporting these
assets as ‘‘Loans.” Based on discussions
with representatives of the FASB, the
Securities and Exchange Commission,
and other industry personnel, the
agencies concluded that ““Loans” is the
appropriate balance sheet classification
for these assets and included such
guidance in the December 2003 Call
Report Supplemental Instructions and
TFR Financial Reporting Bulletin.t

However, additional inconsistencies
in practice still exist regarding:

« the appropriateness of reporting
repurchased GNMA loans, and GNMA
loans that are eligible for repurchase, as
past due loans in Call Report Schedule
RC—-N and TFR Schedule PD, and

« the appropriate balance sheet
classification of foreclosed real estate
that had been the collateral for GNMA
loans, i.e., whether the foreclosed real
estate should be reported as “‘other real
estate owned” or “other assets.”

The agencies December 2003 guidance
did not address these reporting issues.
The agencies’ objective is to ensure

consistent accounting and reporting for

these loans and foreclosed real estate.

However, achieving consistency will

require changes to current practice for

some institutions and changes and
clarifications to existing regulatory
reporting guidance. Accordingly, we are

1The December 2003 Call Report Supplemental
Instructions and TFR Financial Reporting Bulletin
can be accessed at http://www.ffiec.gov/PDF/
FFIEC_forms/FFIEC031_041_suppinst_200312.pdf
and http://www.ots.treas.gov/docs/78166.pdf,
respectively.

seeking comments on a number of
proposed changes.

Delinquency Status. For delinquent
GNMA loans that are repurchased when
they are “in foreclosure status” at the
time of repurchase, current Call Report
and TFR instructions permit institutions
not to report these loans as past due
provided the government
reimbursement process is proceeding
normally. However, some institutions
are applying this exception to their
other rebooked delinquent GNMA loans,
whether repurchased or eligible for
repurchase, and not reporting them as
past due in the Call Report and TFR.
Other institutions report all rebooked
delinquent GNMA loans, except those
covered by the exception, as past due.

The exception from past due reporting
for GNMA loans “in foreclosure status”
predates FAS 140. More specifically,
when this exception was added to the
Call Report and TFR instructions, the
accounting standards then in effect did
not require the seller to rebook
delinquent GNMA loans for which the
repurchase option became
unconditional unless the loans were
actually repurchased. Institutions could
choose to repurchase delinquent GNMA
loans “‘in foreclosure status’ from the
loan pool backing a GNMA security
rather than continuing to make monthly
advances to the pool on these
delinquent loans while initiating
foreclosure action. Until the exception
was added, an institution that
repurchased delinquent loans in
foreclosure status had to report the
loans as past due in its regulatory
reports whereas an institution making
monthly advances on delinquent loans
without repurchasing them did not have
to report these loans as past due. The
creation of the exception eliminated this
reporting difference, which depended
on how the institution chose to handle
its servicing responsibilities. In contrast,
under FAS 140, delinquent GNMA
loans must be rebooked as assets as soon
as the repurchase option becomes
unconditional, whether or not the loans
are repurchased. Consequently, the
difference in balance sheet treatment for
repurchased delinquent GNMA loans
versus those eligible for repurchase that
led the agencies to create the exception
from past due reporting no longer exists.

Thus, the agencies are proposing that
all delinquent rebooked GNMA loans
(including those for which the
institution is taking steps to foreclose on
the real estate collateral at the time of
repurchase, but for which the sheriff’s
sale has not yet taken place) should be
treated consistently and reported as past
due on Call Report Schedule RC-N and
TFR Schedule PD in accordance with

their contractual terms. Some
institutions that are GNMA issuers have
objected to the possibility of having to
report delinquent GNMA loans as past
due, so the agencies are now seeking
industry comment on the reporting of
all delinquent rebooked GNMA loans as
past due residential mortgage loans. It
should be noted that such delinquent
GNMA loans would also be reported in
the items for past due loans wholly or
partially guaranteed by the U.S.
Government on Call Report Schedule
RC-N and TFR Schedule PD. These
items provide a method for users of the
Call Report and TFR to identify the
amount of delinquent loans that are not
guaranteed by the U.S. Government.

The agencies are seeking comment on
whether this past due reporting
approach is appropriate and whether
there are alternative methods to ensure
that all delinquent loans are treated
consistently.

Foreclosed Real Estate. There are also
inconsistencies in how institutions, for
balance sheet purposes, report the real
estate collateral backing delinquent
GNMA loans on which they have
foreclosed. Some institutions report the
foreclosed real estate as “‘other real
estate owned.” Other institutions report
it as “‘other assets’ because they
consider their asset to be a receivable
from the U.S. Department of Housing
and Urban Development (HUD), the
federal entity that administers the
GNMA program.

The agencies understand that in the
case of FHA properties (which
eventually go back to HUD), the
institution forecloses on the real estate
collateral for delinquent loans in its
own name. The institution must then
hold the property through the state-
specified redemption, confirmation, or
ratification periods. The length of these
periods varies from state to state. The
property is not conveyed to HUD until
it is “clean” in terms of the completion
of the redemption period and the
eviction of any occupants of the
property, which could be an extended
period of time following foreclosure.
HUD is not obligated to receive the
property until the successful completion
of the entire legal process.

In the case of VA loans, the institution
also forecloses on the real estate
collateral in its own name. If the
institution wins the bid at the sheriff’s
sale, it instructs the sheriff to title the
property in the name of the VA.
However, as with FHA loans, title is not
actually conveyed to the VA until the
end of the redemption period, which
may be several months after foreclosure.

The agencies understand that in both
FHA and VA foreclosures, HUD cannot
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accept the property nor can the
government guarantee or insurance be
honored until all legal actions pursuant
to foreclosure have been completed.

A rationale that institutions have
given for reporting the foreclosed
property as an ‘““‘other asset” is that the
financial institution essentially is acting
as an agent for HUD. The institution
makes arrangements for a sheriff’s sale
in its own name and bids for the
property in its name. Institutions that
follow this reporting treatment then
record a receivable from HUD
representing the amount due under the
government guarantee or insurance.
Following the completion of all legal
proceedings and acceptance of the
property, HUD is responsible for
disposing of the real estate.

However, the process for resolving
foreclosed properties that served as
collateral for mortgage loans backing
GNMA securities may result in an
institution’s involvement with the
property for an extended period of time
following the sheriff’s sale. Accordingly,
as with other real estate collateral on
which an institution forecloses, an
institution that forecloses on real estate
backing delinquent GNMA loans it has
rebooked as assets should report the
property as “‘other real estate owned” on
the balance sheet in the Call Report and
TFR. The foreclosed property should be
reported in this manner beginning at the
time of foreclosure until it has been
sold, transferred to HUD, or otherwise
disposed of.

The agencies request comments on
the appropriateness of this balance sheet
treatment.

B. “When-Issued’ Securities

The agencies have identified a
potential difference in the accounting
for ““‘when-issued” securities between
the Call Report instructions and
generally accepted accounting
principles (GAAP). Specifically, the Call
Report Glossary entry for ‘““When-Issued
Securities Transactions” indicates that
“[p]urchases and sales of when-issued
securities for which settlement date has
not occurred as of the report date are not
to be reflected in the balance sheet,
Schedule RC, until settlement date.”
Accordingly, the Call Report
instructions indicate that institutions
should follow “‘settlement date
accounting” for when-issued securities.
Under GAAP, all securities are required
to be reported on the balance sheet as
of the ““trade date.” Specifically,
paragraph 5.92 of the American Institute
of Certified Public Accountants’
(AICPA) Audit and Accounting Guide
for Banks and Savings Institutions (May
2000 edition) indicates that purchases

and sales of securities are recorded on
the balance sheet as of the trade date
(“trade date accounting”).

The requirement that institutions
account for when-issued securities at
settlement date is a longstanding
regulatory reporting practice. However,
given that GAAP and industry practice
seem to predominantly follow trade date
accounting, the agencies are proposing
to eliminate the Call Report instruction
that indicates institutions should follow
settlement date accounting for when-
issued securities and replace it with one
that calls for trade date accounting for
such securities.

In addition, the agencies would
remove the references to commitments
to purchase and sell when-issued
securities from the instructions for
Schedule RC-L, item 9, ““All other off-
balance sheet liabilities,” and item 10,
“All other off-balance sheet assets,”
respectively. The instructions would
instead indicate that, consistent with
the reporting of other purchased
securities under trade date accounting,
an institution’s purchases of when-
issued securities should be reported on
the balance sheet as ‘“Held-to-maturity
securities,” “Available-for-sale
securities,” or “Trading assets,” as
appropriate, when recorded on the trade
date. The selling of when-issued
securities is considered a trading
activity.

Furthermore, the agencies would
revise the Call Report Glossary entry for
“Trade Date and Settlement Date
Accounting” to clarify that institutions
should follow trade date accounting for
all securities, including when-issued
securities. In so doing, this Glossary
entry’s reference to the conditions under
which settlement date accounting is
acceptable would be eliminated.

The proposed change will improve
regulatory reporting by eliminating a
potential unnecessary difference
between the Call Report instructions
and GAAP. The agencies request
comment on whether these instructional
changes are appropriate and whether
they would be consistent with
institutions’ current accounting
practices. In this regard, the agencies
request comment on whether there is
justification for retaining the current
settlement date accounting treatment for
when-issued securities when the
accounting for all other securities is
based on trade date. The agencies also
request comment on the appropriateness
of reporting purchases of when-issued
securities on the balance sheet as ‘“Held-
to-maturity securities,” ‘“Available-for-
sale securities,” or “Trading assets,” as
appropriate, on the trade date.

I11. Request for Comment

Public comment is requested on all
aspects of this joint notice. In addition,
comments are invited on:

(a) Whether the proposed revisions to
the Call Report and TFR collections of
information are necessary for the proper
performance of the agencies’ functions,
including whether the information has
practical utility;

(b) The accuracy of the agencies’
estimates of the burden of the
information collections as they are
proposed to be revised, including the
validity of the methodology and
assumptions used;

(c) Ways to enhance the quality,
utility, and clarity of the information to
be collected;

(d) Ways to minimize the burden of
information collections on respondents,
including through the use of automated
collection techniques or other forms of
information technology; and

(e) Estimates of capital or start up
costs and costs of operation,
maintenance, and purchase of services
to provide information.

Comments submitted in response to
this joint notice will be shared among
the agencies and will be summarized or
included in the agencies’ requests for
OMB approval. All comments will
become a matter of public record.
Written comments should address the
accuracy of the burden estimates and
ways to minimize burden as well as
other relevant aspects of the information
collection request.

Dated: April 19, 2004.
Mark J. Tenhundfeld,

Assistant Director, Legislative and Regulatory
Activities Division, Office of the Comptroller
of the Currency.

Board of Governors of the Federal Reserve
System, April 22, 2004.
Jennifer J. Johnson,
Secretary of the Board.
Dated at Washington, DC, this 20th day of
April, 2004.
Federal Deposit Insurance Corporation.
Robert E. Feldman,
Executive Secretary.
Dated: April 20, 2004.
By the Office of Thrift Supervision.
James E. Gilleran,
Director.
[FR Doc. 04-9772 Filed 4-28-04; 8:45 am]

BILLING CODE 4810-33-P; 6210-01-P; 6714-01-P;
6720-01-P
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FEDERAL MARITIME COMMISSION

[Docket No. 04-06]

San Antonio Maritime Corp., and
Antilles Cement Corp., v. Puerto Rico
Ports Authority; Notice of Filing of
Complaint and Assignment

Notice is given that a complaint has
been filed by the San Antonio Maritime
Corp., and Antilles Cement Corp.,
(““Complaints’) against the Puerto Rico
Ports Authority (‘“‘Respondent’).
Complaints contend that Respondent
has engaged in unjust, unreasonable,
and unlawful practices in violation of
section 10(d)(1); unreasonably refused
to deal or negotiate in violation of
sections 10(d)(3) and 10(b)(10); and
imposed undue or unreasonable
prejudice or disadvantage in violation of
section 10(d)(4), of the Shipping Act of
1984, 46 U.S.C. app. 1709(d)(1), (3), and
and (4), and 1709(b)(10). As a direct
result of these allegations, Complainants
claim that they have suffered and will
continue to suffer substantial ongoing
economic damages and injury valued at
not less than $20 million. Complainants
seek an order directing Respondent to
cease and desist; establish and put into
force such practices as the Commission
determines to be lawful and reasonable;
pay Complainants reparations, interest,
costs, and attorneys fees and any other
damages to be determined; and take any
other such action or provide any other
such relief as the Commission
determines to be warranted.

This proceeding has been assigned to
the Office of Administrative Law Judges.
Hearing in this matter, if any is held,
shall commence within the time
limitations prescribed in 46 CFR 502.61,
and only after consideration has been
given by the parties and the presiding
officer to the use of alternative forms of
dispute resolution. The hearing shall
include oral testimony and cross-
examination in the discretion of the
presiding officer only upon showing
that there are genuine issues of material
fact that cannot be resolved on the basis
of sworn statements, affidavits,
depositions, or other documents or that
the nature of the matter in issue is such
that an oral hearing and cross-
examination are necessary for the
development of an adequate record.
Pursuant to the further terms of 46 CFR
502.61, the initial decision of the
presiding officer in this proceeding shall
be issued by April 26, 2005 and a final

decision of the Commission shall be
issued by August 24, 2005.

Bryant L. VanBrakle,

Secretary.

[FR Doc. 04-9737 Filed 4-28-04; 8:45 am]
BILLING CODE 6730-01-P

FEDERAL RESERVE SYSTEM

Change in Bank Control Notices;
Acquisition of Shares of Bank or Bank
Holding Companies

The notificants listed below have
applied under the Change in Bank
Control Act (12 U.S.C. 1817(j)) and
§225.41 of the Board’s Regulation Y (12
CFR 225.41) to acquire a bank or bank
holding company. The factors that are
considered in acting on the notices are
set forth in paragraph 7 of the Act (12
U.S.C. 1817(j)(7)).

The notices are available for
immediate inspection at the Federal
Reserve Bank indicated. The notices
also will be available for inspection at
the office of the Board of Governors.
Interested persons may express their
views in writing to the Reserve Bank
indicated for that notice or to the offices
of the Board of Governors. Comments
must be received not later than May 13,
2004.

A. Federal Reserve Bank of
Minneapolis (Jacqueline G. Nicholas,
Community Affairs Officer) 90
Hennepin Avenue, Minneapolis,
Minnesota 55480-0291:

1. John Wesley Templer Sr. and
Jacqueline Sue Templer, Amarillo,
Texas; to acquire voting shares of
Western Dakota Holding Company,
Timber Lake, South Dakota, and thereby
indirectly acquire voting shares of
Western Dakota Bank, Timber Lake,
South Dakota.

Board of Governors of the Federal Reserve
System, April 23, 2004.

Robert deV. Frierson,

Deputy Secretary of the Board.

[FR Doc. 04-9687 Filed 4-28-04; 8:45 am]
BILLING CODE 6210-01-S

FEDERAL RESERVE SYSTEM

Formations of, Acquisitions by, and
Mergers of Bank Holding Companies

The companies listed in this notice
have applied to the Board for approval,
pursuant to the Bank Holding Company
Act of 1956 (12 U.S.C. 1841 et seq.)
(BHC Act), Regulation Y (12 CFR Part
225), and all other applicable statutes
and regulations to become a bank
holding company and/or to acquire the

assets or the ownership of, control of, or
the power to vote shares of a bank or
bank holding company and all of the
banks and nonbanking companies
owned by the bank holding company,
including the companies listed below.

The applications listed below, as well
as other related filings required by the
Board, are available for immediate
inspection at the Federal Reserve Bank
indicated. The application also will be
available for inspection at the offices of
the Board of Governors. Interested
persons may express their views in
writing on the standards enumerated in
the BHC Act (12 U.S.C. 1842(c)). If the
proposal also involves the acquisition of
a nonbanking company, the review also
includes whether the acquisition of the
nonbanking company complies with the
standards in section 4 of the BHC Act
(12 U.S.C. 1843). Unless otherwise
noted, nonbanking activities will be
conducted throughout the United States.
Additional information on all bank
holding companies may be obtained
from the National Information Center
website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding each of these applications
must be received at the Reserve Bank
indicated or the offices of the Board of
Governors not later than May 24, 2004.

A. Federal Reserve Bank of St. Louis
(Glenda Wilson, Community Affairs
Officer) 411 Locust Street, St. Louis,
Missouri 63166-2034:

1. Farmers Capital Bank Corporation,
Frankfort, Kentucky; to acquire 100
percent of the voting shares of Citizens
Bank (Kentucky), Inc., Georgetown,
Kentucky.

Board of Governors of the Federal Reserve
System, April 23, 2004.

Robert deV. Frierson,

Deputy Secretary of the Board.

[FR Doc. 04-9686 Filed 4-28-04; 8:45 am|]
BILLING CODE 6210-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary
[Document Identifier: OS—0990-New]

Emergency Clearance: Public
Information Collection Requirements
Submitted to the Office of Management
and Budget (OMB)

AGENCY: Office of the Secretary.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Office of the Secretary (OS), Department
of Health and Human Service is
publishing the following summary of a
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proposed collection for public
comment. Interested persons are invited
to send comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Please note that we are requesting an
emergency review of the information
collection referenced below. In
compliance with the requirement of
section 3506¢(2)(A) of the (OMB) the
Paperwork Reduction Act of 1995, we
have submitted to the Office of
Management and Budget (OMB) the
following requirements for emergency
review. We are requesting an emergency
review because the Congressional
Conference Report agreement
accompanying the Fiscal Year 2004
Consolidated Appropriations Act (Pub.
L. 108-199), directs the Secretary to
request Title X grantees to voluntarily
provide the following information
regarding abortions: the number of Title
X-funded sites that also provide
abortions with non-Federal funds. The
conferees expect the Secretary to
provide a report to the House and
Senate appropriations committees four
months after enactment of this Act
summarizing the volunteered
information.

Type of Information Collection
Request: Emergency-Approval;

Title of Information Collection:
Family Planning Survey: Title X-funded
sites that also provide abortion;

Form/OMB No.: OS—-0990-New;

Use: The purpose of this survey is to
collect information about the number of
Title X-funded family planning service
delivery sites that also provide abortions
with non-Federal funds. The Conference
Report agreement accompanying the
Fiscal Year 2004 Consolidated
Appropriations Act (Pub. L. 108-199),
directs the Secretary to request that Title
X grantees voluntarily provide the
following information regarding
abortions: the number of Title X-funded
sites that also provide abortions with
non-Federal funds. The Conference
Report language also states that the
Secretary’s request shall be limited to
the above question with no additional
information regarding the identity of the
clinics or the patients receiving
abortions. The Conferees directed that

when the Secretary requests the
information, the letter of request should
contain a statement making it clear that
the grantees’ responses shall be
voluntary and without consequence, or
threat of consequence, to non-
responsiveness. The conferees further
directed that the records documenting
this information shall be retained by the
grantee, and shall not be provided to the
Secretary nor any other Federal, State,
or local official or entity.

This effort will involve a one-time
survey of all family planning service
grantees who will be requested to
voluntarily provide information on all
Title X supported service delivery sites
(an estimated 4,600 clinic sites across
the country). The summary information
provided by the service grantees will
then be compiled by staff in the OFP
central office. After the data is collected
it will be used as the basis of a report
to Congress summarizing the
volunteered information.

Frequency: One-Time;

Affected Public: Public agencies and
non-profit organizations;

Annual Number of Respondents: 86;

Total Annual Responses: 172;

Average Burden Per Response: 2
hours;

Total Annual Hours: 172;

SUPPLEMENTARY INFORMATION: The Office
of Family Planning is requesting that
OMB grant a 120 day approval for this
information collection under procedures
for emergency processing under 5 CFR
1320.13 by May 5, 2004.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access the HHS Web
site address at http://www.hhs.gov/
oirm/infocollect/pending/ or e-mail your
request, including your address, phone
number, OMB number, and OS
document identifier, to
naomi.cook@hhs.gov, or call the Reports
Clearance Office on (202) 690-6162.
Written comments and
recommendations for the proposed
information collections must be mailed
within 7 days of this notice directly to
the OMB Desk Officer at the address
below: OMB Desk Officer: John
Kraemer, OMB Human Resources and
Housing Branch, Attention: (OMB
#0990-NEW), New Executive Office
Building, Room 10235, Washington, DC
20201.

Dated: April 21, 2004.
Robert E. Polson,

Office of the Secretary, Paperwork Reduction
Act Reports Clearance Officer.

[FR Doc. 04-9668 Filed 4-28-04; 8:45 am]
BILLING CODE 4168-17-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary
[Document Identifier: 0S-0990-0128]

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Office of the Secretary.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Office of the Secretary (OS), Department
of Health and Human Services, is
publishing the following summary of
proposed collections for public
comment. Interested persons are invited
to send comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: Revision of Currently
Approved Collection;

Title of Information Collection: HHS
Acquisition Regulations: HHSAR
352.270-9 and Section 353.223-70;

Form/OMB No.: 0S-0990-0128;

Use: This clearance request addresses
reporting and recordkeeping
requirements for acquisitions involving
care of laboratory animals (HHSAR
Section 352.270-9) and safety and
health (HHSAR Section 352.223-70).

Frequency: Reporting and on
occasion;

Affected Public: State, local, or tribal
governments, business or other for
profit, non for profit institutions;

Annual Number of Respondents: 122;

Total Annual Responses: 122;

Average Burden Per Response: 18
hours;

Total Annual Hours: 1,102.

To obtain copies of the supporting
statement and any related forms for the
proposed paperwork collections
referenced above, access the HHS Web
site address at http://www.hhs.gov/
oirm/infocollect/pending/ or e-mail your
request, including your address, phone
number, OMB number, and OS
document identifier, to
naomi.cook@hhs.gov, or call the Reports
Clearance Office on (202) 690-6162.
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Written comments and
recommendations for the proposed
information collections must be mailed
within 60 days of this notice directly to
the OS Paperwork Clearance Officer
designated at the following address:
Department of Health and Human
Services, Office of the Secretary,
Assistant Secretary for Budget,
Technology, and Finance, Office of
Information and Resource Management,
Attention: Naomi Cook (0990-0128),
Room 531-H, 200 Independence
Avenue, SW., Washington, DC 20201.

Dated: April 19, 2004.
Robert E. Polson,

Office of the Secretary, Paperwork Reduction
Act Reports Clearance Officer.

[FR Doc. 04—9669 Filed 4—28-04; 8:45 am]
BILLING CODE 4168-17-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

National Task Force on Fetal Alcohol
Syndrome and Fetal Alcohol Effect:
Conference Call Meeting

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), the Centers for Disease
Control and Prevention (CDC)
announces the following Federal
advisory committee conference call
meeting.

Name: National Task Force on Fetal
Alcohol Syndrome and Fetal Alcohol Effect
(NTFFASFAE).

Time and Date: 2 p.m.—3 p.m., e.s.t., May
13, 2004.

Place: The conference call will originate at
the National Center on Birth Defects and
Developmental Disabilities (NCBDDD), in
Atlanta, Georgia. Please see SUPPLEMENTARY
INFORMATION for details on accessing the
conference call.

Status: Open to the public, limited only by
the availability of telephone ports.

Purpose: The Secretary is authorized by the
Public Health Service Act, section 399G, (42
U.S.C. 280f, as added by Public Law 105-
392) to establish a National Task Force on
Fetal Alcohol Syndrome and Fetal Alcohol
Effect to: (1) Foster coordination among all
governmental agencies, academic bodies and
community groups that conduct or support
Fetal Alcohol Syndrome (FAS) and Fetal
Alcohol Effect (FAE) research, programs and
surveillance; and (2) to otherwise meet the
general needs of populations actually or
potentially impacted by FAS and FAE.

Matters to be Discussed: The Task Force
will convene via conference call to: (1)
Discuss and approve the recent revisions
made to the Recommendations on Diagnostic
and Referral Criteria for Fetal Alcohol
Syndrome, (2) develop new Task Force
working groups, and (3) obtain updates on

recent motions passed by the Task Force
related to the IDEA (Individuals with
Disabilities Education Act) reauthorization
and an FAS education requirement for
teachers.

Agenda items are subject to change as
priorities dictate.

Supplementary Information: This
conference call is scheduled to begin at 2
p.m., eastern standard time. To participate in
the conference call, please dial 1-866-453—
4348 and enter conference code 602246. You
will then be automatically connected to the
call.

Contact Person for More Information: R.
Louise Floyd, DSN, RN, Designated Federal
Official, National Center on Birth Defects and
Developmental Disabilities, CDC, 1600
Clifton Road, NE., (E-86), Atlanta, Georgia
30333, telephone 404/498-3923, fax 404/
498-3550.

The Director, Management Analysis and
Services Office, has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities for
both the CDC and ATSDR.

Dated: April 23, 2004.
Bill J. Atkinson,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention.

[FR Doc. 04-9694 Filed 4-28-04; 8:45 am]

BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES (DHHS)

Centers for Disease Control and
Prevention

Advisory Committee for Injury
Prevention and Control

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92-463), the Centers for Disease
Control and Prevention (CDC)
announces the following subcommittee
and committee meetings.

Name: Advisory Committee for Injury
Prevention and Control, and its
subcommittees, the Science and Program
Review Subcommittee and the Subcommittee
on Intimate Partner Violence and Sexual
Assault Science and Program Review
Subcommittee (SPRS).

Times and Dates: 6:30 p.m.—9 p.m., May
17, 2004; 8 a.m.—5:30 p.m., May 18, 2004; 8
a.m.—10 a.m., May 19, 2004.

Place: Hyatt Regency Atlanta, 265
Peachtree Street, NE., Atlanta, Georgia 30303.

Status:

Open: 6:30 p.m.—7 p.m., May 17, 2004.

Closed: 7 p.m.—9 p.m., May 17, 2004.

Closed: 8 a.m.-5:30 p.m., May 18, 2004.

Open: 8 a.m.—10 a.m., May 19, 2004.

Purpose: The SPRS provides advice on the
needs, structure, progress and performance of
programs of the National Center for Injury
Prevention and Control (NCIPC), as well as
second-level scientific and programmatic
review for applications for research grants,

cooperative agreements, and training grants
related to injury control and violence
prevention, and recommends approval of
projects that merit further consideration for
funding support. The SPRS also advises on
priorities for research to be supported by
contracts, grants, and cooperative agreements
and provides concept review of program
proposals and announcements.

Matters To Be Discussed: The SPRS will be
discussing the results of the NCIPC Initial
Review Group’s review and vote on grant
applications submitted in response to 1
program announcement for Injury Control
Research Centers and research grant
applications submitted in response to 12
program announcements for individual
research grant and cooperative agreement
applications This portion of the meeting (7
p.m.—9 p.m., May 17, 2004, and 8 a.m.-5:30
p.m., May 18, 2004), will be closed to the
public in accordance with provisions set
forth in section 552b(c)(4) and (6), title 5,
U.S.C., and the Determination of the Director,
Management Analysis and Services Office,
CDC, pursuant to Public Law 92-463.

Agenda items are subject to change as
priorities dictate.

Name: Subcommittee on Intimate Partner
Violence and Sexual Assault (SIPVSA).

Time and Date: 9 a.m.-11:30 a.m., May 19,
2004.

Place: Hyatt Regency Atlanta, 265
Peachtree Street, NE., Atlanta, Georgia 30303.

Status: Open to the public, limited only by
the space available.

Purpose: To advise and make
recommendations to the full advisory
committee and the Director, NCIPC,
regarding feasible goals for prevention and
control of domestic and sexual violence. The
SIPVSA will make recommendations
regarding strategies, objectives, and priorities
in programs, policies and research.

Matters To Be Discussed: The SIPVSA will
review the NCIPC research agenda priorities
and implementation related to intimate
partner violence and sexual assault and
discuss strategies for examining models for
integration of intimate partner violence and
sexual assault prevention into broader public
health infrastructure and strategies.

Name: Advisory Committee for Injury
Prevention and Control.

Time and Dates: 1 p.m.—5:30 p.m., May 19,
2004, 8:30 a.m.—2:30 p.m., May 20, 2004.

Place: Hyatt Regency Atlanta, 265
Peachtree Street, NE., Atlanta, Georgia 30303.

Status:

Closed: 1 p.m.—1:45 p.m., May 19, 2004.

Open: 1:45 p.m.-5:30 p.m., May 19, 2004.

Open: 8:30 a.m.—2:30 p.m., May 20, 2004.

Purpose: The Committee advises and
makes recommendations to the Secretary,
Health and Human Services, the Director,
CDC, and the Director, NCIPC, regarding
feasible goals for the prevention and control
of injury. The Committee makes
recommendations regarding policies,
strategies, objectives, and priorities, and
reviews progress toward injury prevention
and control.

Matters To Be Discussed: Prior to the full
committee meeting, there will be a brief
meeting conducted by conference call of the
Working Group on Injury Control and
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Infrastructure Enhancement, a group formed
to report to the full committee identifying
gaps and suggesting ways to enhance injury
prevention efforts. The working group will
focus on defining injury infrastructure and
developing a simple mechanism to assess
current efforts underway throughout the
injury field to enhance that infrastructure.
Starting at 1 p.m., May 19, through 1:45 p.m.,
the full committee will vote on the results of
secondary review. This portion of the
meeting will be closed to the public in
accordance with provisions set forth in
section 552(b)(4) and (6), title 5 U.S.C., and
the Determination of the Director,
Management Analysis and Services Office,
CDC, pursuant to Pub L. 92-463. Following
the closed session, the meeting will open to
the public for an update on Center activities
from the Director, NCIPC; reports from the
Subcommittees and Working Group; state
infrastructure development; and discussion
on how NCIPC can support the
recommendations of CDC’s Futures Initiative.

Agenda items are subject to change as
priorities dictate.

Contact Person for More Information: Ms.
Louise Galaska, Executive Secretary, ACIPC,
NCIPC, CDC, 4770 Buford Highway, NE., M/
S K02, Atlanta, Georgia 303413724,
telephone (770) 488-4694.

The Director, Management Analysis and
Services Office, has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities, for
both the Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Dated: April 23, 2004.
Bill J. Atkinson,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention.

[FR Doc. 04-9693 Filed 4-28-04; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review;
Comment Request; Application for the
Pharmacology Research Associate
Program

SUMMARY: Under the provisions of
section 3507(a)(1)(D) of the Paperwork
Reduction Act of 1995, the National
Institute of General Medical Sciences
(NIGMS), the National Institutes of
Health (NIH) has submitted to the Office
of Management and Budget (OMB) a
request to review and approve the
information colleciton listed below.
This proposed information collection
was previously published in the Federal
Register on February 13, 2004, pages
7236-7237, and allow 60 days for public
comment. No public comments were
received. The purpose of this notice is
to allow an additional 30 days for public
comment. The National Institutes of

Health may not conduct or sponsor, and
the respondent is not required to
respond to, an information collection
that has been extended, revised, or
implemented on or after October 1,
1995, unless it displays a currently valid
OMB control number.

Proposed Collection: Title:
Application for the Pharmacology
Research Associate Program. Type of
Information Collection Request:
Extension of a currently approved
collection. Need and Use of Information
Collection: The Pharmacology Research
Associate (PRAT) Program will use the
applicant and referee information to
award opportunities for training and
experience in laboratory or clinical
investigation to individuals with a Ph.D.
degree in pharmacology or a related
science, M.D., or other professional
degree through appointments as PRAT
Fellows at the National Institutes of
Health or the Food and Drug
Administration. The goal of the program
is to develop leaders in pharmacological
reserach for key positions in academic,
industrial, and Federal research
laboratories. Frequency of Response:
Once a year. Affected Public:
Individuals or households; Businesses
or other for-profit.

The annual reporting burden is as
follows:

Estimated ; Estimated
Estimated Average Bur-
Type and Number of Respondents NSumber of Re- Total Re- den Hours per Total Annual
ponses Per Sponses Responses Burden Hours
Respondent p p Requested
APPHCANTS 5O i 1 50 2.00 100
REFEIEES 150 ...iiiiiiiieiiiie ettt et e et e s e et e e et e e et e e e e e e e e nnbeeeennes 1 150 0.167 25

Total Number of Respondents: 200.
Total Number of Responses: 200.
Total Hours: 125.

The annualized cost to respondents is
estimated at:

Applicants: $5,500.00

Referees: $1,250.00

There are no Capital Costs, Operating
Costs, and/or Maintenance Costs to
report.

Request for Comments: Written
comments and/or suggestions from the
public and affected agencies should
address one or more of the following
points: (1) Evaluate whether the
proposed collection of information is
necessary for the proper performance of
the function of the agency, including
whether the information will have
practical utility; (2) Evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and (4) Minimize the burden
of the collection of information on those
who are to respond, including the use
of appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology.

Direct Comments to OMB: Written
comments and/or suggestions regarding
the item(s) contained in this notice,
especially regarding the estiamted
public burden and associated response
time, should be directed to the: Office
of Manageament and Budget, Office of
Regulatory Affairs, New Executive
Office Building, Room 10235,
Washington, DC 20503, Attention: Desk
Officer for NIH. To request more
information on the proposed project or
to obtain a copy of the data collection
plans and instruments, contact: Ms.
Sally Lee, NIGMS, NIH, Natcher

Building, Room 2AN-18H, 45 Center
Drive, MSC 6200, Bethesda, MD 20892—
6200, or call non-toll-free number 301-
594-2755 or e-mail your request,
including your address to
LeeS@nigms.nih.gov.

Comments Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 30 days of the date of
this publication.

Dated: April 21, 2004.

Sally Lee,

Deputy Executive Officer, National Institute
of General Medical Sciences.

[FR Doc. 04-9683 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Government-Owned Inventions;
Availability for Licensing

AGENCY: National Institutes of Health,
Public Health Service, DHHS.

ACTION: Notice.

SUMMARY: The inventions listed below
are owned by an agency of the U.S.
Government and are available for
licensing in the U.S. in accordance with
35 U.S.C. 207 to achieve expeditious
commercialization of results of
federally-funded research and
development. Foreign patent
applications are filed on selected
inventions to extend market coverage
for companies and may also be available
for licensing.

ADDRESSES: Licensing information and
copies of the U.S. patent applications
listed below may be obtained by writing
to the indicated licensing contact at the
Office of Technology Transfer, National
Institutes of Health, 6011 Executive
Boulevard, Suite 325, Rockville,
Maryland 20852—-3804; telephone: 301/
496-7057; fax: 301/402—-0220. A signed
Confidential Disclosure Agreement will
be required to receive copies of the
patent applications.

Formylpeptide Receptor (FPR) as a
Target for Anti-Malignant Glioma
Therapy

Ji Ming Wang et al. (NCI).

U.S. Provisional Application filed 25
Mar 2004 (DHHS Reference No. E—
069-2004/0-US-01).

Licensing Contact: Jesse S. Kindra; 301—
435-5559; kindraj@mail.nih.gov.

The present invention identifies
formylpeptide receptor (FPR) as a target
for therapeutic intervention against
malignant gliomas. More specifically,
the invention describes a method for
inhibiting a FPR-mediated activity of a
glioma cell expressing FPR, comprising
contacting the cell with an effective
amount of an agent that inhibits
expression and/or activity of the FPR.
Several classes of inhibitors of FPR
expression and/or activity are shown to
inhibit glioma cells, in particular, small
interfering RNAs (siRNAs) and small
molecule antagonists of FPR.

In addition to disclosing inhibitory
agents for carrying out this method, the
invention also discloses diagnostic
methods for identifying highly
malignant glioma cells and a method for
identifying an agent that inhibits an
FPR-mediated activity of a glioma cell.

Construction of a Recombinant
Mammalian Expression System for the
Production of Human TGF-beta 1 and
Members of TGF-beta Superfamily
Cytokines

Zhongcheng Zou and Peter Sun (NIAID).

U.S. Provisional Patent Application No.
60/534,379 filed 06 Jan 2004 (DHHS
Reference No. E-048-2004/0-US-01).

Licensing Contact: Jesse S. Kindra; 301/
435-5559; kindraj@mail.nih.gov.

Transforming growth factor-beta 1
(“TGF-beta 17) is an anti-inflammatory
cytokine and is widely used in
immunological research. Various
recombinant expression systems
produce TGF-beta 1, however, the yield
of such expression systems remains low
with the most effective systems
producing from 1-5 mg/liter of cell
culture with lengthy purification steps.
As a result, the availability and price of
the cytokine is unsatisfactory.

To address this problem, this
invention provides a novel mammalian
recombinant TGF-beta expression
system which produces TGF-beta 1 at
approximately 30 mg/liter of cell
culture, which is approximately 10
times better than the yield provided by
existing recombinant TGF-beta 1
expression systems. Owing to the large
superfamily of cytokines to which TGF-
beta belongs, this expression system can
be potentially applied to other members
of the TGF-beta superfamily.

Immunogenic Peptides for the
Treatment of Prostate and Breast
Cancer

Jay Berzofsky, Sang-kon Oh, and Ira
Pastan (NCI).

U.S. Provisional Patent Application 60/
476,467 filed 05 Jun 2003 (DHHS
Reference No. E-116—2003/0-US-01).

Licensing Contact: Brenda Hefti; 301/
435-4632; heftib@mail.nih.gov.

This invention relates to antigenic
sequences of the T cell receptor gamma
alternate reading frame protein (TARP).
TARP is expressed in breast cancer cells
and prostate cancer cells. The patent
application discloses immunogenic
TARP polypeptides that generate an
immune response to breast or prostate
cancer cells that express TARP.

These include sequences modified to
make them more immunogenic. The
application also discloses specific TARP
nucleic acid sequences and host cells
transfected with these nucleic acids.
This invention may be useful as a
therapeutic to treat breast or prostate
cancer.

Retroviral Packaging Cell Lines Based
on Gibbon Ape Leukemia Virus

A. Dusty Miller (EM), Jose V. Garcia-
Martinez (EM), Maribeth V. Eiden
(NIMH), Carolyn A. Wilson (NIMH).

U.S. Patent 5,470,726 issued 28 Nov
1995 (DHHS Reference No. E-201—-
1991/0-US-02).

Licensing Contact: Pradeep Ghosh; 301/
435-5282; ghoshpr@mail.nih.gov.

Gene therapy and gene transfer have
recently been recognized as effective
therapeutic tools to combat diseases.
Accordingly, market demands for
vectors and carriers to facilitate such
interventions have surged in recent
years. Retroviral vectors provide an
efficient and safe means of gene transfer
to eukaryotic cells. The present
invention relates to genetic engineering
involving retrovirus packaging cells that
produce retroviral vectors. Specifically,
the invention involves the expression
plasmids encoding the envelop
glycoproteins of a family of primate type
C retrovirus, namely, the Gibbon Ape
leukemia virus (GALV). Recombinant
vectors derived from murine leukemia
virus (MLV) have been widely used to
introduce genes in human gene therapy
clinical trials. A key determinant for
their use in clinical gene therapy is the
availability of packaging cell lines
capable of producing large amounts of
virus with identical titers. The present
invention describes the packaging cell
lines that produce MLV-based gene
transfer vectors with the envelope from
gibbon ape leukemia virus. Retroviral
vectors produced are of high titer and
have an expanded host range providing
a means for gene transfer to a wide
range of animal species. The gene
transfer vectors produced are non-
infectious and there was no evidence of
production of helper virus, making
these vectors safe. These cell lines are
critical for producing large amounts of
standardized vector necessary for
efficient for in vivo and ex vivo gene
transfer. Therefore, this invention has a
significant commercial application as a
tool in the development of diagnostic
and therapeutic interventions related to
gene transfer and gene therapy.

Dated: April 24, 2004.
Steven M. Ferguson,

Director, Division of Technology Development
and Transfer, Office of Technology Transfer,
National Institutes of Health.

[FR Doc. 04-9684 Filed 4-28-04; 8:45 am]

BILLING CODE 4140-01-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Government-Owned Inventions;
Availability for Licensing

AGENCY: National Institutes of Health,
Public Health Service, DHHS.

ACTION: Notice.

SUMMARY: The inventions listed below
are owned by an agency of the U.S.
Government and are available for
licensing in the U.S. in accordance with
35 U.S.C. 207 to achieve expeditious
commercialization of results of
federally-funded research and
development. Foreign patent
applications are filed on selected
inventions to extend market coverage
for companies and may also be available
for licensing.

ADDRESSES: Licensing information and
copies of the U.S. patent applications
listed below may be obtained by writing
to the indicated licensing contact at the
Office of Technology Transfer, National
Institutes of Health, 6011 Executive
Boulevard, Suite 325, Rockville,
Maryland 20852—-3804; telephone: 301/
496-7057; fax: 301/402—0220. A signed
Confidential Disclosure Agreement will
be required to receive copies of the
patent applications.

Carbohydrate-Encapsulated Quantum
Dots for Cell-Specific Biological
Imaging

Joseph Barchi, Sergei Svarovsky (NCI).

U.S. Provisional Application filed 22
Mar 2004 (DHHS Reference No. E—
133-2004/0-US-01).

Licensing Contact: Michael Shmilovich;
301/435-5019;
shmilovm@mail.nih.gov.

Available for licensing is intellectual
property covering carbohydrate-
encapsulated quantum dots (QD) for use
in medical imaging and methods of
making the same. Certain carbohydrates,
especially those included on tumor
glycoproteins are known to have affinity
for certain cell types. One notable
glycan used in the present invention is
the Thomsen-Freidenreich disaccharide
(Galp1-3GalNAo—O-Ser/Thr) that is
readily detectable in 90% of all primary
human carcinomas and their metastases.
These glycans can be exploited for
medical imaging. Quantum Dots (QDs)
are metallic (CdSe or CdTe)
nanoparticles with detectable
luminescent properties. Conjugating
luminescent QDs with target specific
glycans permits efficient imaging of the
tissue to which the glycans bind with
high affinity. Accurate imaging of

diseased cells (e.g., primary and
metastatic tumors) is of primary
importance in disease management. The
inventors describe the only stable
synthesis of glycan encapsulated QDs.
In one embodiment, the synthesis
involves the preparation of hybrid QDs
containing a glycan and a luminescence-
enhancing passivating agent in various
ratios. Second generation QDs contain
the glycan ligands and polyethylene
glycols (PEG) of varying chain lengths.
The PEG modifications produced QDs
that maintained high luminescence
while reducing non-specific cell
binding.

MVL, an Antiviral Protein From a
Cyanobacterium

Carole A. Bewley (NIDDK).
DHHS Reference No. E-068-2004/0—

US-01 filed 08 Mar 2004.

Licensing Contact: Sally Hu; 301/435—

5606; hus@mail.nih.gov.

The invention describes the discovery
of the carbohydrate binding protein
(lectin), MVL, that binds specifically to
oligosaccharides comprising the
tetrasaccharide,

Mano(1 - 6)(Manf(1 - 4)G1cNAcB(1-4)
G1cNAc, with very high (nanomolar)
affinity.

In particular, this invention shows
that the binding of MVL to the
carbohydrate residues of the
glycoprotein gp120 can block HIV
fusion into human cells and thus inhibit
HIV infection. As a consequence,
subject invention may be used in the
development of therapeutics for the
treatment of retroviral infections, such
as AIDS. In addition, MVL described in
this invention may also have particular
value when used in combination
treatments with other antiviral therapies
directed at other viral targets, such as
protease and reverse transcriptase.

Multiplex Real-Time PCR

Enrigque Zudaire Ubani, Frank Cuttitta
(NCI).

U.S. Patent Application No. 10/658,602
filed 08 Sep 2003 (DHHS Reference
No. E-215-2003/0-US-01).

Licensing Contact: Cristina
Thalhammer-Reyero; 301/435-4507;
thalhamc@mail.nih.gov.

This invention is in the field of
multiplex real-time polymerase chain
reaction (PCR). In particular, the
invention pertains to the quantification
of multiple amplicons in a single
polymerase chain reaction based on the
different melting temperatures of
amplicons. A utility U.S. Patent
Application No. 10/658,602 was filed on
September 8, 2003.

PCR is a primer-directed in vitro
reaction for the enzymatic amplification

of a fragment of DNA, involving
repetitive cycles of DNA template
denaturation, primer annealing to the
DNA template, and primer extension.
The result is an exponential
accumulation of a specific DNA
fragment or amplicon from an initial
nominal amount of sample DNA
templates. Multiplex PCR offers a more
efficient approach to PCR, whereby
multiple pairs of primers are used to
simultaneously amplify multiple
amplicons in a single PCR reaction. The
simultaneous amplification of various
amplicons decreases both the cost and
turn-around time of PCR analysis,
minimizes experimental variations and
the risk of cross-contamination, and
increases the reliability of end results.
Multiplex PCR has gained popularity in
many areas of DNA testing, including
prognosis, diagnostic, gene deletion
analysis, mutation and polymorphism
analysis, genotyping and DNA array
analysis, RNA detection,
farmacogenomics and identification of
microorganisms.

Real-time PCR has been developed to
overcome limitations in quantifying
amplicons during an ongoing PCR
reaction, since traditional PCR and
multiplex PCR are often limited to a
qualitative analysis of end-product
amplicons. Real-time PCR is based on
the principles that emission of
fluorescence from dyes directly or
indirectly associated with the formation
of newly synthesized amplicons or the
annealing of primers with DNA
templates can be detected and is
proportional to the amount of amplicons
in each PCR cycle. The resulting
emission curve can then be used to
calculate the initial copy number of a
nucleic acid template at the beginning
of the PCR reaction. Real-time PCR
eliminates the need for post PCR steps
and is highly recognized for its high
sensitivity, precision and
reproducibility. This invention is
directed to methods for real-time
monitoring and quantification of
multiple amplicons in a single
multiplex real-time PCR reaction based
on the use of a double stranded DNA
dye and the melting temperature
discrepancy among the amplicons.

Methods and Compositions for the
Inhibition of HIV-1 Replication

Sharon M. Wahl, Nancy Vazquez-
Maldonado, Teresa Greenwell-Wild
(NIDCR).

U.S. Provisional Application No. 60/
516,794 filed 04 Nov 2003 (DHHS
Reference No. E-114-2003/0-US-01).

Licensing Contact: Sally Hu; 301/435—
5606; hus@mail.nih.gov.
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This invention relates to methods and
compositions for the attenuation of
HIV-1 replication in human cells, and
especially in human macrophages by
targeting a host cell protein. HIV-1
infected macrophages typically resist
cell death, support viral replication, and
facilitate HIV-1 transmission. We found
that the gene encoding cyclin-
dependent kinase inhibitor 1A
(CDKNZ1A) is consistently expressed
following virus binding, and re-
expressed at the peak of HIV-1
replication. The protein encoded by this
gene, also known as p21, is associated
with cell cycle regulation, anti-apoptotic
response and cell differentiation.
Increased levels of p21 may enhance
survival and long-term persistence of
HIV-1 infected macrophages. Treatment
of cultured infected cells with antisense
p21 oligonucleotides or p21 short
interfering RNA (p21 siRNA)
significantly reduced replication of
HIV-1. A similar effect was observed
when infected cells were exposed to the
synthetic triterpenoid CDDO, a potent
multifunctional agent that influences
differentiation and has anti-
inflammatory and anti-proliferative
properties, including inhibition of p21.
Neither p21 oligonucleotides nor CDDO
were toxic to the cultured macrophages.
Thus, p21 inhibitors could be safe and
effective anti-HIV therapeutic
candidates to be used in conjunction
with current anti-retroviral therapy.

Cannula for Pressure Mediated Drug
Delivery

Stephen Wiener, Robert Hoyt, John
Deleonardis, Randal Clevenger, Robert
Lutz, Brian Safer (NHLBI).

PCT Application No. PCT/US99/11277
filed 21 May 1999, which published
as WO 99/59666 on 25 Nov 1999
(DHHS Reference No. E-196—-1998/2—
PCT-01); U.S., Australian, Japanese,
and European rights pending.

Licensing Contact: Michael Shmilovich;
301/435-5019;
shmilovm@mail.nih.gov.

Available for licensing are methods
and devices for selectively delivering
therapeutic substances to specific
histological or microanatomical areas of
organs (e.g., introduction of the
therapeutic substance into a hollow
organ space such as the hepatobiliary
duct or the gallbladder lumen) at a
controlled pressure, volume and/or rate
which allows the substance to reach a
predetermined cellular layer. The
volume or flow rate of the substance can
be controlled so that the intralumenal
pressure reaches a predetermined
threshold beyond which subsequent
subepithehal delivery of the substance
occurs. Alternatively, a lower pressure

is selected that does not exceed the
threshold level, so that delivery occurs
substantially to the epithelial layer.
Such site-specific delivery of
therapeutic agents permits localized
delivery in concentrations that may
otherwise produce systemic toxicity.
Occlusion of venous or lymphatic
drainage from the organ can also help
prevent systemic administration of
therapeutic substances, and increases
selective delivery to superficial
epithelial cellular layers. Delivery of
genetic vectors can also be delivered to
target cells. The access device comprises
a cannula with a wall piercing tracar
within the lumen. Two axially spaced
inflatable balloons engage the wall
securing the cannula and sealing the
puncture site. A catheter equipped with
an occlusion balloon is guided through
the cannula to the location where the
therapeutic substance is to be delivered.

Dated: April 22, 2004.
Steven M. Ferguson,
Director, Division of Technology Development
and Transfer, Office of Technology Transfer,
National Institutes of Health.
[FR Doc. 04-9685 Filed 4—-28-04; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Cancer
Institute Review Group, Subcommittee G—
Education.

Date: June 16-18, 2004

Time: 8a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Sheraton Suites Alexandria, 801
North Saint Asaph Street, Alexandria, VA
22314.

Contact Person: Ilda M. Mckenna,
Scientific Review Administrator, Research

Training Review Branch, Division of
Extramural Activities, National Cancer
Institute, 6116 Executive Boulevard Room
8111, Bethesda, MD 20892, (301) 496-7481,
mckennai@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and
Diagnosis Research 93.395, Cancer Treatment
Research; 93.396, Cancer Biology Research;
93.397, Cancer Centers Support; 93.398,
Cancer Research Manpower; 93.399, Cancer
Control, National Institutes of Health, HHS)
Dated: April 21, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9682 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Cancer
Institute Initial Review Group; Subcommittee
F—Manpower & Training.

Date: June 14-15, 2004.

Time: 8:30 a.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: Holiday Inn Georgetown, 2101
Wisconsin Avenue, NW., Washington, DC
20007.

Contact Person: Lynn M. Amende, PhD,
Scientific Review Administrator, Resources
and Training Review Branch, Division of
Extramural Activities, National Cancer
Institute, National Institutes of Health, 6116
Executive Boulevard Room 8105, Bethesda,
MD 20892, 301-451-4759,
amendel@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and
Diagnosis Research; 93.395, Cancer
Treatment Research; 93.396, Cancer Biology
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Research; 93.397, Cancer Centers Support;
93.398, Cancer Research Manpower; 93.399,
Cancer Control, National Institutes of Health,
HHS).

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04—9730 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Heart, Lung,
and Blood Institute Special Emphasis Panel,
Review of Institutional National Research
Service Awards (T32s).

Date: May 21, 2004.

Time: 2 p.m.to 4 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892.
(Telephone conference call.)

Contact Person: Judy S. Hannah, PhD,
Scientific Review Administrator, Review
Branch, Division of Extramural Affairs,
National Heart, Lung, and Blood Institute,
National Institutes of Health, 6701 Rockledge
Drive, Room 7190, Bethesda, MD 20892; 301-
435-0287.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: April 21, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9677 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Heart, Lung,
and Blood Institute Special Emphasis Panel
Review of Clinical Research Curriculum
Awards (K30s).

Date: June 9-11, 2004.

Time: 8a.m.to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Ramada Inn Rockville, 1775
Rockville Pike, Rockville, DM 20852.

Contact Person: Chitra Krishnamurti, PhD,
Review Branch, Room 7206, Division of
Extramural Affairs, National Heart, Lung, and
Blood Institute, National Institutes of Health,
6701 Rockledge Drive, Bethesda, MD 20892—
7924, 301-435-0303.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HHS)

Dated: April 21, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9678 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Heart, Lung, and
Blood Intial Review Group Clinical Trials
Review Committee.

Date: June 28, 2004.

Time: 8a.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: Ritz-Carlton Hotel at Pentagon City,
1250 South Hayes Street, Arlington, VA
22202.

Contact Person: Valerie L. Prenger, PhD,
MPH, Scientific Review Administrator,
Review Branch, Room 7194, Division of
Extramural Affairs, National Heart, Lung, and
Blood Institute, National Institutes of Health,
6701 Rockledge Drive, MSC 7924, Bethesda,
MD 20892-7924, (301) 435-0288.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.233, National Center for
Sleep Disorders Research; 93.837, Heart and
Vascular Diseases Research; 93.838, Lung
Diseases Research; 93.839, Blood Diseases
and Resources Research, National Institutes
of Health, HSS)

Dated: April 21, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9679 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
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would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel Competing Continuation of
SBIR/STTR Phase || Awards—Meeting 4.

Date: May 19, 2004.

Time: 10 a.m. to 1 p.m.

Agenda: to review and evaluate grant
applications.

Place: National Institutes of Health,
Rockledge 6700, 6700B Rockledge Drive,
Bethesda, MD 20817, (Telephone Conference
Call).

Contact Person: Eugene R. Baizman, PhD,
Scientific Review Administrator, DHHS/
NIAID/DEA/SRP, Room 2209, 6700B
Rockledge Drive, Bethesda, MD 20892-7616,
301-496-2550, eb237e@nih.gov.

(Catalogue of Federal Domestic Assistance

Program Nos. 93.855, Allergy, Immunology,

and Transplantation Research; 93.856,

Microbiology and Infectious Diseases

Research, National Institutes of Health, HHS)
Dated: April 22, 2004.

LaVerne Y. Stringfield,

Director, Office of Federal Advisory

Committee Policy.

[FR Doc. 04-9675 Filed 4-28-04; 8:45 am]

BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Notice of Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
National Advisory Council on Alcohol
Abuse and Alcoholism.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications
and/or contract proposals and the
discussions could disclose confidential
trade secrets or commercial property
such as patentable material, and
personal information concerning
individuals associated with the grant
applications and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Council on Alcohol Abuse and Alcoholism.

Date: May 26-27, 2004.

Closed: May 26, 2004, 5:30 p.m. to 7:30
p.m.

Agenda: To review and evaluate grant
applications and/or proposals.

Place: Bethesda Marriott, 5151 Pooks Hill
Road, Bethesda, MD 20814.

Open: May 27, 2004, 9 a.m. to 2 p.m.

Agenda: Program reports and
presentations; Business of the Council.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive,
Conference Room E1-E2, Bethesda, MD
20892.

Contact Person: Karen P. Peterson, PhD.,
Executive Secretary, National Institute of
Alcohol Abuse, and Alcoholism, National
Institutes of Health, Bethesda, MD 20892—
7003, (301) 451-3883, kp177z@nih.gov.

Any member of the public interested
in presenting oral comments to the
committee may notify the Contact
Person listed on this notice at least 10
days in advance of the meeting.
Interested individuals and
representatives of organizations may
submit a letter of intent, a brief
description of the organization
represented, and a short description of
the oral presentation. Only one
representative of an organization may be
allowed to present oral comments and if
accepted by the committee,
presentations may be limited to five
minutes. Both printed and electronic
copies are requested for the record. In
addition, any interested person may file
written comments with the committee
by forwarding their statement to the
Contact Person listed on this notice. The
statement should include the name,
address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

Information is also available on the
Institute’s/Center’s home page:
silk.nih.gov/silk/niaaal/about/
roster.htm, where an agenda and any
additional information for the meeting
will be posted when available.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93.891, Alcohol Research Center Grants,
National Institutes of Health, HHS)

Dated: April 21, 2004.

LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9680 Filed 4—-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Notice of Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
Board of Scientific Counselors, NIAAA.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public as indicated below in accordance
with the provisions set forth in section
552b(c)(6), Title 5 U.S.C., as amended
for the review, discussion, and
evaluation of individual intramural
programs and projects conducted by the
National Institute on Alcohol Abuse and
Alcoholism, including consideration of
personnel qualifications and
performances, and the competence of
individual investigators, the disclosure
of which would constitute a clearly
unwarranted invasion of personal
privacy.

Name of Committee: Board of Scientific
Counselors, NIAAA, NIAAA Board of
Scientific Counselors.

Date: June 7-9, 2004.

Closed: June 7, 2004, 7 p.m. to 10 p.m.

Agenda: To review and evaluate board of
Scientific Counselors Administrative
Procedures.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room 45—
F1/F2, Bethesda, MD 20892.

Open: June 8, 2004, 7:45 a.m. ti 9 a.m.

Agenda: Overview of Intramural Program.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room 45—
F1/F2, Bethesda, MD 20892.

Closed: June 8, 2004, 8 a.m. to 6 p.m.

Agenda: To review and evaluate the
Laboratories of Physiologic Studies (LCS),
and Epidemiology and Biometry (LEB).

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room 45—
F1/F2, Bethesda, MD 20892.

Closed: June 8, 2004, 8 a.m. to 4:30 p.m.

Agenda: To review and evaluate the
Laboratory of Neurogenetics.

Place: National Institutes of Health,
Natcher Building, 45 Center Drive, Room 45—
F1/F2, Bethesda, MD 20892.

Contact Person: Brenda L. Sandler, Chief,
Administrative Branch, NIAAA, 5635 Fishers
Lane, MSC 9304, Bethesda, MD 20892-9304,
301-402-9386, sandler@niaaa.nih.gov.
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Any interested person may file
written comments with the committee
by forwarding the statement to the
Contact Person listed on this notice. The
statement should include the name,
address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93,891, Alcohol Research Center Grants,
National Institutes of Health, HHS)

Dated: April 21, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9681 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Amended Notice of
Meeting

Notice is hereby given of a change in
the meeting of the National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel, April 22, 2004, 1 p.m.
to April 22, 2004, 2 p.m., National
Institutes of Health, NIAAA, 5635
Fishers Lane, Room 3033, Bethesda, MD
20892 which was published in the
Federal Register on March 26, 2004,
Vol. 69, 59, 15890.

The meeting will be held on May 6,
2004, instead of April 22, 2004. The
location and time are the same. Jeffrey
Toward, Ph.D., is the Scientific Review
Administrator. The meeting is closed to
the public.

Dated: April 23, 2004.

LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9728 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Notice of Closed
Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. appendix 2), notice

is hereby given of the following
meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel; ZAA1 HH (19)—Review of
U18 Application(s).

Date: May 12, 2004.

Time: 1 p.m.to 2 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
NIAAA/Fishers Building, 5635 Fishers Lane,
Room 3033, Bethesda, MD 20892 (Telephone
Conference Call).

Contact Person: Jeffrey I. Toward, PhD,
Scientific Review Administrator, National
Institutes of Health, National Institute on
Alcohol Abuse and Alcoholism, Extramural
Project Review Branch, OSA, 5635 Fishers
Lane, Bethesda, MD 20892—-9304, (301) 435—
5337, jtoward@mail.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel; ZAA1 HH (16)—Review of
U18 Application(s).

Date: May 12, 2004.

Time: 1 p.m.to 2 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
NIAAA/Fishers Building, 5635 Fishers Lane,
Room 3033, Bethesda, MD 20892 (Telephone
Conference Call).

Contact Person: Jeffrey I. Toward, PhD,
Scientific Review Administrator, National
Institutes of Health, National Institute on
Alcohol Abuse and Alcoholism, Extramural
Project Review Branch, OSA, 5635 Fishers
Lane, Bethesda, MD 20892—-9304, (301) 435—
5337, jtoward@mail.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel; ZAA1 HH (22)—Review of
U18 Application(s).

Date: May 17, 2004.

Time: 3:30 p.m. to 4:30 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
NIAAA/Fishers Building, 5635 Fishers Lane,
Room 3033, Bethesda, MD 20892 (Telephone
Conference Call).

Contact Person: Jeffrey I. Toward, PhD,
Scientific Review Administrator, National
Institutes of Health, National Institute on
Alcohol Abuse and Alcoholism, Extramural
Project Review Branch, OSA, 5635 Fishers
Lane, Bethesda, MD 20892—-9304, (301) 435—
5337, jtoward@mail.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93.891, Alcohol Research Center Grants,
National Institutes of Health, HHS).

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9729 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Amended Notice of
Meeting

Notice is hereby given of a change in
the meeting of the Biomedical Research
Review Subcommittee, June 2, 2004, 8
a.m. to June 3, 2004, 4 p.m., Hyatt
Regency Bethesda, One Bethesda Metro
Center, 7400 Wisconsin Avenue,
Bethesda, MD, 20814 which was
published in the Federal Register on
March 11, 2004, Vol. 69, 48, 11642.

The meeting will be held on June 3—
4, 2004 instead of June 2-3, 2004. It will
start at 8 a.m. at the Hyatt Regency
Bethesda, One Metro Center, Bethesda,
MD, at the Bethesda Red Line Metro
Stop. Sathasiva Kandasamy, Ph.D., SRA.
The meeting is closed to the public.

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9731 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Drug Abuse;
Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. appendix 2), notice
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is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The contract proposals and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the contract
proposals, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Drug Abuse Special Emphasis Panel;
“Science and Ethics for Young People: The
Ethical Inclusion of Animals in Drug Abuse
Research”.

Date: May 26, 2004.

Time: 1 p.m. to 3 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health, 6101
Executive Boulevard, Rockville, MD 20852
(Telephone Conference Call).

Contact Person: Richard C. Harrison, Chief,
Contract Review Branch, Office of Extramural
Affairs, National Institute on Drug Abuse,
NIH, DHHS, Room 220, MSC 8401, 6101
Executive Boulevard, Bethesda, MD 20892—
8401, 301-435-1437.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.277, Drug Abuse Scientist
Development Award for Clinicians, Scientist
Development Awards, and Research Scientist
Awards; 93.278, Drug Abuse National
Research Service Awards for Research
Training; 93.279, Drug Abuse Research
Programs, National Institutes of Health,
HHS).

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9732 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Drug Abuse;
Amended Notice of Meeting

Notice is hereby given of a change in
the meeting of the National Institute on
Drug Abuse Special Emphasis Panel,
May 25, 2004, 9 a.m. to May 25, 2004,
4 p.m., Double Tree Rockville, 1750
Rockville Pike, Rockville, MD, 20852
which was published in the Federal
Register on March 30, 2004, Vol. 69,
Num. 61.

The location of the meeting was
changed to the Holiday Inn Select
Bethesda, 8120 Wisconsin Avenue,
Bethesda, Maryland 20814. The date

and time remain the same. The meeting
is closed to the public.

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9733 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel Challenge Grants: Biodefense
and SARS Product Development.

Date: May 24-25, 2004.

Time: 8a.m.to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Marriott Gaithersburg
Washingtonian, 9751 Washingtonian
Boulevard, Gaithersburg, MD 20878.

Contact Person: Priti Mehrotra, PhD,
Scientific Review Administrator, Scientific
Review Program, Division of Extramural
Activities, National Institutes of Health/
NIAID, 6700B Rockledge Drive, Room 3138,
MSC 7616, Bethesda, MD 20892-7616, (301)
496-2550, pm158b@nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
Microbiology and Infectious Diseases
Research, National Institutes of Health, HHS).

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9734 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Library of Medicine; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Library of
Medicine Special Emphasis Panel,
Publication Grants Review.

Date: May 21, 2004.

Time: 8 a.m. to 4 p.m.

Agenda: To review and evaluate grant
applications.

Place: Double Tree Rockville, 1750
Rockville Pike, Rockville, MD 20852.

Contact Person: Hua-Chuan Sim, MD,
Health Science Administrator, National
Library of Medicine Extramural Programs,
Bethesda, MD 20892.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.879, Medical Library
Assistance, National Institutes of Health,
HHS).

Dated: April 23, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9735 Filed 4—28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the Center for Scientific
Review Special Emphasis Panel, April
1, 2004, 1:30 p.m. to April 1, 2004, 2:30
p.m., National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
which was published in the Federal
Register on March 15, 2004, 69 FR
12171-12173.

The meeting will be held April 27,
2004, from 2 p.m. to 3 p.m. The meeting
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location remains the same. The meeting
is closed to the public.

Dated: April 22, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9674 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meetings.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel,
Immunotoxins.

Date: May 4, 2004.

Time: 10 a.m. to 11:30 a.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892.
(Telephone conference call.)

Contact Person: Marcia Litwack, PhD,
Scientific Review Administrator, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 6206,
MSC 7804, Bethesda, MD 20892. (301) 435—
1719; litwackm@csr.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, NHLBI
Competitive Supplements for Human
Embryonic Stem Cell Research.

Date: May 25, 2004.

Time: 8:30 a.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Hyatt Regency Bethesda, One
Bethesda Metro Center, 7400 Wisconsin
Avenue, Bethesda, MD 20814

Contact Person: Neelakanta Ravindranath,
PhD, Scientific Review Administrator, Center
for Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5140,

MSC 7843, Bethesda, MD 20892, 301-435—
1034; #ravindm@csr.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: April 22, 2004.
LaVerne Y. Stringfield,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 04-9676 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Public Health Service

National Toxicology Program (NTP);
National Institute of Environmental
Health Sciences; The NTP Center for
the Evaluation of Risks to Human
Reproduction (CERHR) Expert Panel
Report on the Developmental and
Reproductive Toxicity of Fluoxetine:
Notice of Availability and Request for
Public Comments

SUMMARY: Notice is hereby given of the
availability on April 19, 2004, of the
Expert Panel Report on the
Developmental and Reproductive
Toxicity of Fluoxetine. This report
includes the summaries and
conclusions of the expert panel’s
evaluation of the scientific data for
potential reproductive and/or
developmental hazards associated with
exposure to fluoxetine. The CERHR held
this expert panel meeting March 3-5,
2004. CERHR is seeking public
comment on this report and additional
information about recent, relevant
toxicology or human exposure studies.

Availability of Reports

This expert panel report will be
available by April 19, 2004 on the
CERHR Web site (http://
cerhr.niehs.nih.gov) and in printed copy
or compact disc by contacting the
CERHR [P.O. Box 12233, MD EC-32,
Research Triangle Park, NC 27709;
telephone: (919) 541-3455; fax: (919)
316-4511; or e-mail:
shelby@niehs.nih.gov].

Request for Public Comments

The CERHR invites public comments
on this expert panel report and input
regarding any recent, relevant
toxicology or human exposure studies.
The CERHR requests that all comments
and other information be submitted to
the CERHR at the address above by June
17, 2004.

All public comments received by the
date above will be reviewed and
included in the final NTP—CERHR
monograph on fluoxetine to be prepared
by NTP staff. The NTP-CERHR
monograph will include the NTP brief,
expert panel report, and all public
comments received on the report. The
brief will provide the NTP’s
interpretation of the potential for
adverse reproductive and/or
developmental effects to humans from
exposure to fluoxetine. The NTP-—
CERHR monograph will be sent to
appropriate federal agencies and will be
available to the public and the scientific
community on the CERHR web site, in
hardcopy, or on compact disk.

Background

Fluoxetine hydrochloride (Prozac;
Sarafem™), an antidepressant, is a
widely prescribed drug in the United
States. The CERHR selected fluoxetine
for evaluation because of (1) sufficient
reproductive and developmental
studies, (2) sufficient human exposure
information, (3) changing prescription
patterns, and (4) public concern about
potential reproductive and/or
developmental hazards associated with
exposure. Fluoxetine hydrochloride,
under the name Sarafem™), is
prescribed to treat premenstrual
dysphoric disorder (PMDD), potentially
increasing the number of exposures for
women of childbearing age.
Furthermore, the Food and Drug
Administration recently approved
Prozac; for use in 7-17 year-olds
thereby increasing exposures of
children.

A 12-member expert panel composed
of scientists from the federal
government, universities, and private
companies conducted an evaluation of
the reproductive and developmental
toxicities of fluoxetine hydrochloride
(Federal Register Vol. 68, No. 216,
pages 63122—63123, November 2003).
Public deliberations by the panel took
place March 3-5, 2004, at the Holiday
Inn Old Town Select in Alexandria,
Virginia. Following the March meeting,
the draft expert panel report was revised
to incorporate the panel’s conclusions
and subsequently reviewed by
Fluoxetine Expert Panel, NTP scientists,
and CERHR personnel.

Additional Information About CERHR

The NTP and the NIEHS established
the NTP CERHR in June 1998 (Federal
Register Vol. 63, No. 239, page 68782,
December 1998). The purpose of the
CERHR is to provide scientifically
based, uniform assessments of the
potential for adverse effects on
reproduction and development caused
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by agents to which humans may be
exposed. Further information on the
CERHR'’s chemical review process,
including how to nominate chemicals
for evaluation and scientists for the
expert registry, can be obtained from its
Web site (http://cerhr.niehs.nih.gov) or
by contacting the CERHR directly (see
address above). The CERHR also serves
as a resource for information on various
environmental exposures and their
potential to affect pregnancy and child
development. The web site has
information about common concerns
related to fertility, pregnancy and the
health of unborn children and links to
other resources for information about
public health.

Dated: April 21, 2004.
Samuel H. Wilson,

Deputy Director, National Institute of
Environmental Health Sciences.

[FR Doc. 04-9736 Filed 4-28-04; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Notice of Request for Applications for
Strategic Prevention Framework State
Incentive Grants (SPF SIG) (SP 04-002)

AGENCY: Substance Abuse and Mental
Health Services Administration, HHS.

ACTION: Notice of Request for
Applications for Strategic Prevention
Framework State Incentive Grants (SPF
SIG) (SP 04-002).

Authority: Section 516 of the Public Health
Service Act.

SUMMARY: The Substance Abuse and
Mental Health Services Administration
(SAMHSA\) Center for Substance Abuse
Prevention (CSAP) announces the
availability of grant funds for Strategic
Prevention Framework State Incentive
Grants (SPF SIGs). SPF SIG program is
one of SAMHSA'’s Infrastructure Grant
programs. SAMHSA'’s Infrastructure
Grant programs support an array of
activities to help grantees build a solid
foundation for delivering and sustaining
effective substance abuse and/or mental
health services. The SPF SIGs, in
particular, will provide funding to
States to implement SAMHSA'’s
Strategic Prevention Framework in
order to:

» Prevent the onset and reduce the
progression of substance abuse,
including childhood and underage
drinking,

» Reduce substance abuse-related
problems in communities, and

« Build prevention capacity and
infrastructure at the State and
community levels.

The Strategic Prevention Framework
is built on a community-based risk and
protective factors approach to
prevention and a series of guiding
principles that can be operationalized at
the Federal, State and community
levels. Although the direct recipients of
SPF SIG funds will be the States,
SAMHSA envisions the SPF SIGs being
implemented through partnerships
between the States and communities.
The SPF SIG grantees may retain 15
percent of the total grant award to
provide leadership and coordination of
the SPF project in the State, hire SPF
SIG project staff, and implement the
following State-level activities:

KEY DATES

e Conduct a statewide needs
assessment.
« Establish and maintain a State
Epidemiological Workgroup
Note: SAMHSA expects that an average of
$200,000 per year will be needed to support
the needs assessment and State
Epidemiological Workgroup activities.

» Develop a statewide Strategic Plan
« Conduct on-going monitoring and
oversight of the SPF SIG project
» Conduct a State-level evaluation of
the SPF SIG project
* Provide training and technical
assistance to support the SPF SIG
project
States must allocate a minimum of 85
percent of the total grant award to
community-level organizations, or
through sub State mechanisms to
community-level organizations.

DATES: Applications are due on July 2,
2004.

FOR FURTHER INFORMATION CONTACT: For
guestions on program issues, contact:
Mike Lowther, SAMHSA/CSAP, 5600
Fishers Lane, Rockwall Il, Suite 930,
Rockville, MD 20857, Phone: (301) 443—
0369, E-Mail: mlowther@samhsa.gov, or
Dave Robbins, SAMHSA/CSAP, 5600
Fishers Lane, Rockwall Il, Suite 930,
Rockville, MD 20857, Phone: (301) 443—
0369, E-Mail: drobbins@samhsa.gov.
For questions on grants management
issues, contact: Edna Frazier, Division of
Grants Management, Substance Abuse
and Mental Health Services
Administration/OPS, 5600 Fishers Lane,
Rockwall |1, Suite 630, Rockville, MD
20857, Phone: (301) 443-443-6816, E-
mail: efrazier@samhsa.gov.
SUPPLEMENTARY INFORMATION:
Catalogue of Federal Domestic Assistance
(CFDA) No.: 93.243.

Application deadline

Application deadline: July 2, 2004

Intergovernmental Review (E.O. 12372) ............

after application deadline.

Letters from State Single Point of Contact (SPOC) are due no later than 60 days
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I. Funding Opportunity Description
1. Introduction

As authorized under Section 516 of
the Public Health Service Act, the
Substance Abuse and Mental Health
Services Administration (SAMHSA)
Center for Substance Abuse Prevention
(CSAP) announces the availability of
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grant funds for Strategic Prevention
Framework State Incentive Grants (SPF
SIGSs).

The SPF SIG program is one of
SAMHSA'’s Infrastructure Grant
programs. SAMHSA'’s Infrastructure
Grant programs support an array of
activities to help grantees build a solid
foundation for delivering and sustaining
effective substance abuse and/or mental
health services. The SPF SIGs, in
particular, will provide funding to
States to implement SAMHSA'’s
Strategic Prevention Framework in
order to:

« prevent the onset and reduce the
progression of substance abuse,
including childhood and underage
drinking,

¢ reduce substance abuse-related
problems in communities, and

¢ build prevention capacity and
infrastructure at the State and
community levels.

The Strategic Prevention Framework
is built on a community-based risk and
protective factors approach to
prevention and a series of guiding
principles that can be operationalized at
the Federal, State and community
levels. Although the direct recipients of
SPF SIG funds will be the States,
SAMHSA envisions the SPF SIGs being
implemented through partnerships
between the States and communities.

2. Expectations

The Strategic Prevention Framework
provides an effective prevention
process, a direction and a common set
of goals, expectations and
accountabilities to be adopted and
integrated at all levels. Through the SPF
SIGs, States will be funded for up to five
years to implement the Strategic
Prevention Framework in partnership
with community-level organizations in
their States. The SPF SIG grantees may
retain 15 percent of the total grant
award to provide leadership and
coordination of the SPF project in the
State, hire SPF SIG project staff, and
implement the following State-level
activities:

¢ Conduct a statewide needs
assessment

¢ Establish and maintain a State
Epidemiological Workgroup

Note: Note: SAMHSA expects that an
average of $200,000 per year will be needed
to support the needs assessment and State
Epidemiological Workgroup activities.

« Develop a statewide Strategic Plan

* Conduct on-going monitoring and
oversight of the SPF SIG project

« Conduct a State-level evaluation of
the SPF SIG project

* Provide training and technical
assistance to support the SPF SIG
project

States must allocate a minimum of 85
percent of the total grant award to
community-level organizations, or
through sub State mechanisms to
community-level organizations.

2.1 Guiding Principles for the Strategic
Prevention Framework

The Strategic Prevention Framework
is grounded in the public health
approach and based on six key
principles. SPF SIG grantees are
required to base their SPF SIG projects
on these six principles:

1. Prevention is an ordered set of steps
along a continuum to promote
individual, family, and community
health, prevent mental and behavioral
disorders, support resilience and
recovery, and prevent relapse.
Prevention activities range from
deterring diseases and behaviors that
contribute to them, to delaying the onset
of disease and mitigating the severity of
symptoms, to reducing the related
problems in communities. This concept
is based on the Institute of Medicine
model that recognizes the importance of
a whole spectrum of interventions.

2. Prevention is prevention is
prevention. That is, the common
components of effective prevention for
the individual, family or community
within a public health model are the
same—whether the focus is on
preventing or reducing the effects of
cancer, cardiovascular disease, diabetes,
substance abuse or mental illness.

3. Common risk and protective factors
exist for many substance abuse and
mental health problems. Good
prevention focuses on these common
risk factors that can be altered. For
example, family conflict, low school
readiness, and poor social skills
increase the risk for conduct disorders
and depression, which in turn increase
the risk for adolescent substance abuse,
delinquency, and violence. Protective
factors such as strong family bonds,
social skills, opportunities for school
success, and involvement in community
activities can foster resilience and
mitigate the influence of risk factors.
Risk and protective factors exist in the
individual, the family, the community,
and the broader environment.

4. Resilience is built by developing
assets in individuals, families, and
communities through evidenced-based
health promotion and prevention
strategies. For example, youth who have
relationships with caring adults, good
schools, and safe communities develop
optimism, good problem-solving skills,
and other assets that enable them to

rebound from adversity and go on with
life with a sense of mastery,
competence, and hope.

5. Systems of prevention services work
better than service silos. Working
together, researchers and communities
have produced a number of highly
effective prevention strategies and
programs. Implementing these strategies
within a broader system of services
increases the likelihood of successful,
sustained prevention activities.
Collaborative partnerships enable
communities to leverage scarce
resources and make prevention
everybody’s business. National
prevention efforts are more likely to
succeed if partnerships with States,
communities, and practitioners focus on
building capacity to plan, implement,
monitor, evaluate, and sustain effective
prevention.

6. Baseline data, common assessment
tools, and outcomes shared across
service systems can promote
accountability and effectiveness of
prevention efforts. A Strategic
Prevention Framework can facilitate
Federal agencies, States, and
communities to identify common needs
and risk factors, adopt assessment tools
to measure and track results, and target
outcomes to be achieved. A data-driven
strategic approach, adopted across
service systems at the Federal, State,
community, and service delivery levels,
maximizes the chances for future
success and achieving positive
outcomes.

2.2 Strategic Prevention Framework
Process

Moving SAMHSA's Strategic
Prevention Framework from vision to
practice is a strategic process that State
and community stakeholders must
undertake in partnership. Through the
SPF SIG, States will provide the
requisite leadership, technical support
and monitoring to ensure that identified
communities are successful in
implementing the five steps of the
framework listed below. These steps are
required, and all targeted communities
must implement all five steps. States
and communities are encouraged to
build on existing infrastructure/activity,
where appropriate. States are expected
to use the SPF framework to guide all
prevention activity through-out the
State, whether funded though the SPF
SIG grant or through other sources.

(1) Profile population needs,
resources, and readiness to address the
problems and gaps in service delivery.

State Role: SPF SIG grantees must
conduct a statewide needs assessment,
through collection and analysis of
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epidemiological data, that includes the
following:

« Assessment of the magnitude of
substance abuse and related mental
health disorders in the State,

¢ Assessment of risk and protective
factors associated with substance abuse
and related mental health disorders in
the state,

¢ Assessment of community assets
and resources,

 ldentification of gaps in services
and capacity,

* Assessment of readiness to act,

« ldentification of priorities based on
the epidemiological analyses, including
the identification of target communities
to implement the Strategic Prevention
Framework, and

< Specification of baseline data
against which progress and outcomes of
the Strategic Prevention Framework can
be measured.

In order to complete the statewide
assessment, SPF SIG grantees will be
required to form and manage a State
Epidemiological Workgroup (or work
with an existing Epidemiological
Workgroup). If the State is already
engaged in needs assessment efforts, it
should use the Epidemiological
Workgroup to enhance and supplement
the current process and its findings.
SAMHSA expects that these data
collection efforts will support on-going
monitoring and evaluation throughout
the five-year project period, as described
in Step 5, below.

Community Role: Communities must
accurately assess their substance abuse-
related problems using epidemiological
data provided by the State as well as
other local data. The epidemiological
data must identify the magnitude of the
problem to be addressed, where the
problem is greatest, and risk and
protective factors associated with the
problem. Communities must also assess
community assets and resources, gaps in
services and capacity and readiness to
act.

(2) Mobilize and/or build capacity to
address needs.

State Role: The SPF SIG grantees must
engage stakeholders across the States, as
a complement to parallel engagement
activities occurring within the target
communities that are selected for
implementation activities.

Community Role: Engagement of key
stakeholders at the State and
community levels is critical to plan and
implement successful prevention
activities that will be sustained over
time. Key tasks may include, but are not
limited to, convening leaders and
stakeholders; building coalitions;
training community stakeholders,
coalitions, and service providers;

organizing agency networks; leveraging
resources; and engaging stakeholders to
help sustain the activities.

(3) Develop a Comprehensive
Strategic Plan.

State Role: Using data from the
statewide needs assessment, SPF SIG
grantees must develop a State strategic
plan that:

—Identifies the priorities that will be
targeted in the State’s Strategic
Prevention Framework,

—Articulates a vision for prevention
activities to address critical needs,

—Describes necessary infrastructure
development and/or evidence-based
policies, programs and practices (or a
process for selection) to be
implemented within the broader
service system and specifies timelines
for implementation,

—Ildentifies/coordinates/allocates
resources and sources of funding for
the plan,

—Identifies appropriate funding
mechanism(s) to allocate resources to
targeted communities,

—Identifies any training required,

—Includes key policies and
relationships among stakeholders,

—Involves public and private service
systems in creating a seamless
continuum of planning and services,

—Includes plans for sustaining the
infrastructure and services that are
implemented,

—Identifies key milestones and
outcomes against which to gauge
performance, thereby allowing for
system improvement and
accountability of all parties involved,
and

—Includes plans for making
adjustments, based on on-going needs
assessment activities.

Community Role: Communities must
develop a strategic plan that articulates
not only a vision for the prevention
activities, but also strategies for
organizing and implementing
prevention efforts. The strategic plan
must be based on documented needs,
build on identified resources/strengths,
set measurable objectives and include
the performance measures and baseline
data against which progress will be
monitored. Plans must be adjusted as
the result of ongoing needs assessment
and monitoring activities. The issue of
sustainability should be a constant
throughout each step of planning and
implementation and should lead to the
creation of a long-term strategy to

sustain policies, programs and practices.

The strategic plans must be data-
driven and focused on addressing the
most critical needs in the State. The
State Strategic Plan must be approved

by the SAMHSA/CSAP Government
Project Officer before implementation
activities can begin.

(4) Implement evidence-based
prevention programs and infrastructure
development activities.

State Role: Once the State’s Strategic
Plan is approved by the SAMHSA/CSAP
Government Project Officer,
implementation may begin. SPF SIG
grantees must provide the infrastructure
and other necessary support to local
stakeholders in selecting and
implementing policies, programs, and
practices proven to be effective in
research settings and communities.
States must ensure that community
implementers make culturally
competent adaptations without
sacrificing the core elements of the
program.

Community Role: Similarly, local
stakeholders will use the findings of
their needs assessments to guide
selection and implementation of
policies, programs and practices proven
to be effective in research settings and
communities. Community implementers
must ensure that culturally competent
adaptations are made without
sacrificing the core elements of the
program. SAMHSA especially
encourages the selection and adaptation
of programs contained in the National
Registry of Effective Programs (NREP),
though this is not a requirement of the
SPF SIG. (See Appendix C for
information about NREP.)

(5) Monitor process, evaluate
effectiveness, sustain effective
programs/activities, and improve or
replace those that fail.

State Role: SPF SIG grantees will be
accountable for the results of the SPF
SIG grant projects. SPF SIG grantees are,
therefore, expected to play a critical role
in providing on-going monitoring and
evaluation of all SPF SIG activities, as
well as training and technical assistance
regarding evaluation and performance
measurement to local communities.
Through these efforts, the SPF SIG
grantees will assess program
effectiveness, ensure service delivery
quality, identify successes, encourage
needed improvement, and promote
sustainability of effective policies,
programs, and practices. The SPF SIG
grantees will be expected to provide
performance data to SAMHSA on a
regular basis, as described in Section I-
2.5, Data and Performance
Measurement, of this announcement.
SPF SIG grantees must be prepared to
adjust their implementation plans based
on the results of monitoring/evaluation
activities.

Community Role: Ongoing monitoring
and evaluation are essential to
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determine if the outcomes desired are
achieved and to assess program
effectiveness and service delivery
quality. Communities must provide
performance data to the SPF SIG States
on a regular basis, so that the States can
monitor, evaluate, sustain and improve
the Strategic Prevention Framework
activities in the State.

Although the first three steps of the
Strategic Prevention Framework will
continue at some level throughout the
course of the project, SAMHSA expects
that the SPF SIG grantees will be ready
to begin implementing steps 4 and 5 by
the end of the first year of the project.

2.3 Inclusion of Underage Drinking

Recent studies—including a major
undertaking by the National Academy of
Science—indicates a severe and
persistent problem with the use of
alcohol by children and youth under the
age of 21. The Department of Health and
Human Services, through SAMHSA/
CSAP, is committed to bringing down
the rates of underage drinking and is
working toward a target of $30 million
in FY 2004 funding for communities to
address this problem. The SPF SIG grant
offers an excellent vehicle for
supporting the goals of this underage
drinking initiative. State applicants
must therefore include the prevention of
underage alcohol consumption as part
of their SPF SIG project and provide a
comprehensive strategy that addresses
this problem, along with other SPF SIG
priorities. (This will mean addressing
underage drinking and other substance
abuse.) Underage drinking must be
included in all five steps of the Strategic
Prevention Framework implemented by
each SPF SIG grantee.

2.4 Strategic Prevention Framework
Advisory Council

In implementing the SPF SIG, States
are required to form a Strategic
Prevention Framework Advisory
Council (SPF Advisory Council) that
includes a representative(s) from each of
the following:

(1) The Office of the Governor;

(2) A core group of drug and alcohol-
related agencies identified by the State
(including but not limited to public
health, education, criminal justice,
behavioral/mental health);

(3) A Demand Reduction Coordinator
from the Drug Enforcement
Administration who has responsibility
for the State;

(4) The State agency identified by the
applicant as the lead agency on
underage drinking. (SAMHSA/CSAP
encourages Governors to designate a
lead agency for preventing underage

drinking if one does not currently exist);
and

(5) SAMHSA/CSAP.

Representatives from other State,
community and non-profit organizations
that work in substance abuse prevention
and mental health promotion/early
intervention are also encouraged to be
part of the SPF Advisory Council.

The Chair of the SPF Advisory
Council is to be appointed by the
Governor.

The SPF Advisory Council should
provide ongoing advice and guidance to
the SPF SIG project and is encouraged
to create workgroups to monitor
progress and accomplish each of the
required steps of the Strategic
Prevention Framework.

2.5 Data and Performance
Measurement

The Government Performance and
Results Act of 1993 (Pub. L. 103-62, or
“GPRA”) requires all Federal agencies
to:

« develop strategic plans that specify
what they will accomplish over a 3- to
5-year period,;

» set performance targets annually
related to their strategic plan; and

« report annually on the degree to
which the previous year’s targets were
met.

The law further requires agencies to
link their performance to their budgets.
Agencies are expected to evaluate their
programs regularly and to use results of
these evaluations to explain their
successes and failures.

To meet these requirements,
SAMHSA must collect performance data
(i.e., “GPRA data”) from grantees.
Grantees are required to report these
performance data to SAMHSA on a
timely basis so that results are available
to support budgetary decisions.

In collaboration with States and other
stakeholders, SAMHSA has reviewed its
discretionary and block grant programs,
examining their ability to capture and
assess performance data on treatment
and prevention outcomes. The result
has been the identification of seven key
National Outcome domains.

» Four domains apply to both
prevention and recovery and will be
addressed by the SPF SIG: (1)
Abstinence from illicit drug use and
alcohol abuse, (2) increased
employment/return to school, (3)
prevented or decreased criminal justice
involvement, and (4) increased
stabilization of family and living
conditions.

* Two of the three remaining
domains—increased access to services
and increased social supports and

connectedness—relate directly to the
prevention services process itself and
will be addressed by the SPF SIG.

¢ The seventh domain (increased
retention in treatment) is not relevant to
prevention and will not be addressed by
the SPF.

The SPF SIG grantees also will be
required to collect and report data on
two additional domains—Cost
Effectiveness and Use of Evidence-
Based Practices—as a result of the Office
of Management and Budget (OMB)
Program Assessment and Review Tool
(PART) review of SAMHSA's block
grants.

SPF SIG grantees must include
performance measures in the National
Outcome domains in the needs
assessments and on-going monitoring
and evaluation activities that will be
conducted through the SPF SIGs. By
using these same outcome domains and
their measures over time to assess
progress, States and SAMHSA can foster
continuous program and policy
improvement.

The performance measures in each of
the domains relevant to the Strategic
Prevention Framework are listed below
and specific data elements to be used for
each of the performance measures are
provided in Appendix D of this
announcement. SPF SIG States will be
expected to collect and aggregate these
data from the target communities for the
SPF SIG. Comparable statewide data
will be collected through the prevention
portion of the States Substance Abuse
Prevention and Treatment Block Grant
(SAPTBG) allotment.

Applicants for the SPF SIG should
describe their current ability to collect
and report data on these measures in
their applications, but should
understand that the specific
requirements for doing so may change.
In particular, data elements for some of
the performance measures are currently
under development. Applicants for the
SPF SIG must propose an approach to
collecting and reporting data on the
developmental performance measures in
their applications. A meeting of the SPF
SIG grantees and State officials working
on the prevention portion of the
SAPTBG will be convened 3 to 6
months after award to finalize an
approach to collecting and reporting
these measures. Ultimately, OMB
approval will be required. SAMHSA/
CSAP will provide the final set of
measures, data collection tools and
approved methodology to the SPF SIG
grantees after OMB approval has been
obtained.



23522

Federal Register/Vol. 69, No. 83/ Thursday, April 29, 2004/ Notices

Desired outcome/domain

Performance measure

Abstinence from Drug
Use/Alcohol Abuse

Increased/Retained Employment or Return to/Stay in School

Decreased Criminal Justice Involvement

Increased Stability in Family and Living Conditions ...
Increased Access to Services (Service Capacity)
Increased Social Supports/Social Connectedness

Drug-related crime.

Under development.

30-day substance use (non-use/reduction in use).

Availability of alcohol, tobacco and other drugs.

Perception of drug use as harmful.

Attitude toward use (Perception of drug use as wrong).

School attendance, ATOD-related suspensions/expulsions, Drug-re-
lated workplace injuries.

Parent participation in prevention activities.
Number of persons served by age, gender, race, and ethnicity.

OMB required outcome/domain

Performance measure

Cost Effectiveness
Use of Evidence-Based Practices

SPF SIG.

Increase services provided within cost bands.
Total number of evidence-based programs and strategies funded by

In addition to the required
performance data, SPF SIG States will
be required to identify and report the
amount of funding focused on underage
drinking for each year of the project.
Finally, grantees may choose to collect
additional data to monitor progress in
addressing state-specific needs
identified in the statewide needs
assessment. Applicants should specify
and justify any additional measures they
plan to collect in their applications.

2.6 Evaluation

Grantees must conduct on-going
monitoring and evaluation of their
projects to determine if the outcomes
desired are achieved and to assess
program effectiveness and service
delivery quality, encourage needed
improvement, and promote
sustainability of effective programs.
Grantees must be prepared to adjust
their implementation plans based on the
results of their monitoring/evaluation
activities. The evaluation must include
the required performance measures
described above and must enable the
State to track progress in achieving SPF
SIG Project Goals. The evaluation must
include both process and outcome
components. Although control groups
are not required, the State must identify
potential sources of comparison data at
the state and community level. The
evaluation plan must be considered
when preparing the project budget.

The process evaluation must address
the implementation of the Strategic
Prevention Framework:

« How closely did implementation
match the plan?

« What types of deviation from the
plan occurred?

¢ What led to the deviations?

* What impact did the deviations
have on the intervention and
evaluation?

The outcome evaluation must provide
data and measurement to determine
changes in the seven National Outcome
domains described above. To the extent
possible, the outcome evaluation should
investigate the relationship between
changes in the domains and the
implementation of the Strategic
Prevention Framework:

* What was the effect of the Strategic
Prevention Framework project on
service capacity and other system
outcomes?

« Did the Strategic Prevention
Framework project achieve the intended
Project Goals?

* What program/contextual factors
were associated with outcomes?

* What individual factors were
associated with outcomes?

* How durable were the effects?

Following award, SPF SIG States will
be required to submit revisions to their
data collection and evaluation plans
based on the results of needs assessment
activities, the on-going work of the
Epidemiological Workgroup, and
development of the SPF SIG strategic
plan.

In addition to conducting a project-
specific evaluation, SPF SIG grantees
must participate in a SPF SIG cross-site
evaluation to be conducted by CSAP
and the National Institute on Drug
Abuse (NIDA). This cross-site
evaluation will be designed to measure
the impact of the SPF SIG program as a
whole in terms of establishing and
sustaining an infrastructure at the State
and community-levels to allow data-
based decision-making and improving
client outcomes as well as
environmental factors that affect
substance abuse. SPF SIG grantees must
explicitly state their willingness to
participate in this cross-site evaluation
in their applications, including their
willingness to provide required forms,

data and reports related to the cross-site
evaluation.

2.7 Grantee Meetings

Grantees must plan to send a
minimum of two people (including the
Project Director) to at least one joint
grantee meeting in each year of the grant
and must include funding for this travel
in the grant budget. At these meetings,
grantees will present the results of their
projects and Federal staff will provide
technical assistance. Each meeting will
be up to 3 days. These meetings will
usually be held in the Washington, DC,
area, and attendance is mandatory.

2.8 Technical Assistance From
SAMHSA

Due to the unique nature of this grant
program, SAMHSA recognizes that
applicants may wish to entertain an
array of program and administrative
options. To respond, SAMHSA will
make available both pre-application and
post-award technical assistance.
Examples of topics for which technical
assistance may be provided include, but
are not limited to:

¢ Conducting needs assessments,

¢ Forming and working with
Epidemiological Workgroups, including
establishment of initial data bases to
support collection and analysis of
epidemiological data,

« ldentification and selection of
evidence-based practices,

¢ Fiscal/cost accounting mechanisms
that can track program expenditures,

¢ Management of information systems
to track performance and outcomes,

« Development of quality
improvement activities, including
technical assistance and training to
support implementation of evidence-
based practices, and

¢ Qutreach to entities unknown to the
State.
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I1. Award Information

1. Award Amount

It is expected that approximately $45
million will be available to fund up to
20 awards in Fiscal Year (FY) 2004.
Annual awards are expected to be $3.0
million or less per year in total costs
(direct and indirect). Applicants may
request a project period of up to five
years.

Based on the President’s budget
request for FY 2005, SAMHSA expects
to have additional funds available for a
small number of new awards in 2005.
The amount available for new awards in
FY 2005 will be determined by the final
appropriation. Because the number of
new awards to be made is expected to
be small, SAMHSA does not currently
plan to republish the SPF SIG
announcement for 2005. Instead,
SAMHSA plans to make FY 2005
awards to applicants who submit
applications under this grant
announcement but do not receive
funding in FY 2004. All States are
strongly encouraged to apply for an SPF
SIG grant in FY 2004.

Proposed budgets may be less than,
but may not exceed, $3 million in any
year of the proposed project. Annual
continuation awards will depend on the
availability of funds, grantee progress in
meeting project goals and objectives,
and timely submission of required data
and reports.

Because the SPF SIG is intended to be
implemented through a partnership
between the State and community-level
organizations, and because much of the
Strategic Prevention Framework
involves activity that must be
implemented at the community level,
State applicants for the SPF SIG may
retain up to 15 percent of the total grant
award for activities to be implemented
at the State level. A minimum of 85
percent of the total grant award must be
allocated to community-level
organizations for activities to be
implemented at the community level.
Both State and community-level
recipients of funds are expected to be
involved in all five required steps of the
Strategic Prevention Framework.

2. Funding Mechanism

Awards will be made as Cooperative
Agreements.

Role of the State Awardee

The SPF SIG State awardee must
comply with the terms of the SPF SIG
Cooperative Agreement, including
implementation of all required SPF SIG
activities described in Section 1-2,
Expectations, in this grant
announcement. The SPF SIG awardee

must agree to provide SAMHSA with all
required performance data, collaborate
with SAMHSA/CSAP staff in all aspects
of the SPF SIG Cooperative Agreement,
and participate in the SIG Cross Site
Evaluation (including submission of all
required forms, data and reports).

Role of Federal Staff

The Government Project Officer (GPO)
will serve as an active member of the
State’s SPF Advisory Council. Through
participation on the Advisory Council,
the GPO will provide guidance and
technical assistance to help awardees
achieve SPF SIG goals. The GPO also
will participate on policy, steering,
advisory or other workgroups; assure
that SPF SIG projects are responsive to
SAMHSA'’s mission and implement the
SAMHSA Strategic Prevention
Framework; monitor and review
progress of SPF SIG projects; monitor
development and collection of process
and outcome data from SPF SIG
grantees; ensure compliance with
Government Performance and Results
Act (GPRA) and Core Measures data
requirements; ensure the SPF SIG’s
collaboration with the SPF SIG State
Epidemiological Workgroup; and review
and approve the State’s Strategic Plan
and relevant subrecipient funding
mechanisms.

I11. Eligibility Information
1. Eligible Applicants

This program is intended to help
States enhance the prevention
infrastructure and service delivery
system throughout the State. Applicants
for the SPG SIG must have the ability to
leverage and coordinate all prevention-
related sources of funding and other
resources in order to achieve the goals
of the Strategic Prevention Framework.
Therefore, eligibility for the SPF SIG is
limited to the immediate office of the
Governor in those States and Territories
that currently receive the SAPT Block
Grant. Governors are strongly
encouraged to designate administration
and oversight of the SPF SIG to the
agency in the State that manages the 20
percent prevention set-aside of the
SAPT Block Grant.

2. Cost Sharing

Cost sharing is not required in this
program, and applications will not be
screened out on the basis of cost
sharing. However, you may include cash
or in-kind contributions in your
proposal as evidence of commitment to
the proposed project. Reviewers may
consider this information in evaluating
the quality of the application.

3. Other

Applications must comply with the
following requirements, or they will be
screened out and will not be reviewed:
use of the PHS 5161-1 application;
application submission requirements in
Section IV-3 of this document; and
formatting requirements provided in
Section 1V-2.3 of this document.

1. Application and Submission
Information

(To ensure that you have met all
submission requirements, a checklist is
provided for your use in Appendix A of
this document.)

1. Address to Request Application
Package

You may request a complete
application kit by calling the National
Clearinghouse for Alcohol and Drug
Information (NCADI) at 1-800-729—
6686.

You also may download the required
documents from the SAMHSA Web site
at www.samhsa.gov. Click on “grant
opportunities.”

Additional materials available on this
Web site include:

« A technical assistance manual for
potential applicants;

« Standard terms and conditions for
SAMHSA grants;

e Guidelines and policies that relate
to SAMHSA grants (e.g., guidelines on
cultural competence, consumer and
family participation, and evaluation);
and

« Enhanced instructions for
completing the PHS 51611 application.

2. Content and Form of Application
Submission

2.1 Required Documents

SAMHSA application Kits include the
following documents:

e PHS 5161-1 (revised July 2000)—
Includes the face page, budget forms,
assurances, certification, and checklist.
You must use the PHS 5161-1.
Applications that are not submitted on
the PHS 5161-1 will be screened out
and will not be reviewed.

* Request for Application (RFA)—
Provides specific information about the
availability of funds along with
instructions for completing the grant
application. This document is the RFA.
The RFA will be available on the
SAMHSA Web site (http://
www.samhsa.gov) and on the Federal
grants Web site (http://www.grants.gov).
The RFA also will be published in the
Federal Register.

You must use all of the above
documents in completing your
application.
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2.2 Required Application Components

To ensure equitable treatment of all
applications, applications must be
complete. In order for your application
to be complete, it must include the
required ten application components
(Face Page, Abstract, Table of Contents,
Budget Form, Project Narrative and
Supporting Documentation,
Appendices, Assurances, Certifications,
Disclosure of Lobbying Activities, and
Checklist).

« Face Page—Use Standard Form (SF)
424, which is part of the PHS 5161-1.
[Note: Beginning October 1, 2003,
applicants will need to provide a Dun
and Bradstreet (DUNS) number to apply
for a grant or cooperative agreement
from the Federal Government. SAMHSA
applicants will be required to provide
their DUNS number on the face page of
the application. Obtaining a DUNS
number is easy and there is no charge.
To obtain a DUNS number, access the
Dun and Bradstreet Web site at http://
www.dunandbradstreet.com or call 1—
866-705-5711. To expedite the process,
let Dun and Bradstreet know that you
are a public/private nonprofit
organization getting ready to submit a
Federal grant application.]

e Abstract—Your total abstract
should not be longer than 35 lines. In
the first five lines or less of your
abstract, write a summary of your
project that can be used, if your project
is funded, in publications, reporting to
Congress, or press releases.

¢ Table of Contents—Include page
numbers for each of the major sections
of your application and for each
appendix.

¢ Budget Form—Use SF 424A, which
is part of the 5161-1. Fill out Sections
B, C, and E of the SF 424A.

¢ Project Narrative and Supporting
Documentation—The Project Narrative
describes your project. It consists of
Sections A through D. These sections in
total may not be longer than 25 pages.
More detailed instructions for
completing each section of the Project
Narrative are provided in *‘Section V—
Application Review Information’ of this
document.

The Supporting Documentation
provides additional information
necessary for the review of your
application. This supporting
documentation should be provided
immediately following your Project
Narrative in Sections E through H.
There are no page limits for these
sections, except for Section G,
Biographical Sketches/Job Descriptions.

e Section E—Literature Citations.
This section must contain complete
citations, including titles and all

authors, for any literature you cite in
your application.

» Section F—Budget Justification,
Existing Resources, Other Support. You
must provide a narrative justification of
the items included in your proposed
budget, as well as a description of
existing resources and other support
you expect to receive for the proposed
project. Be sure to show that no more
than 20% of the total grant award will
be used for data collection and
evaluation.

» Section G—Biographical Sketches
and Job Descriptions.

—Include a biographical sketch for the
Project Director and other key
positions. Each sketch should be 2
pages or less. If the person has not
been hired, include a letter of
commitment from the individual with
a current biographical sketch.

—Include job descriptions for key
personnel. Job descriptions should be
no longer than 1 page each.

—Sample sketches and job descriptions
are listed on page 22, Item 6 in the
Program Narrative section of the PHS
5161-1.

» Section H—Confidentiality and
SAMHSA Participant Protection/Human
Subjects. Section 1V-2.4 of this
document describes requirements for
the protection of the confidentiality,
rights and safety of participants in
SAMHSA-funded activities. This
section also includes guidelines for
completing this part of your application.

* Appendices 1 through 3—Use only
the appendices listed below. Do not use
more than 30 pages for Appendices 1
and 3. There are no page limitations for
Appendix 2. Do not use appendices to
extend or replace any of the sections of
the Project Narrative. Reviewers will not
consider them if you do.

—Appendix 1: Letters of Support
—Appendix 2: Data Collection

Instruments/Interview Protocols
—Appendix 3: Sample Consent Forms

» Assurances—Non-Construction
Programs. Use Standard Form 424B
found in PHS 5161-1. You are also
required to complete the Assurance of
Compliance with SAMHSA Charitable
Choice Statutes and Regulations Form
SMA 170. This form will be posted on
SAMHSA'’s Web site with the RFA and
provided in the application Kits
available at SAMHSA's clearinghouse
(NCADI).

* Certifications—Use the
“Certifications” forms found in PHS
5161-1.

« Disclosure of Lobbying Activities—
Use Standard Form LLL found in the
PHS 5161-1. Federal law prohibits the
use of appropriated funds for publicity

or propaganda purposes, or for the
preparation, distribution, or use of the
information designed to support or
defeat legislation pending before the
Congress or State legislatures. This
includes ‘‘grass roots’ lobbying, which
consists of appeals to members of the
public suggesting that they contact their
elected representatives to indicate their
support for or opposition to pending
legislation or to urge those
representatives to vote in a particular
way.

¢ Checklist—Use the Checklist found
in PHS 5161-1. The Checklist ensures
that you have obtained the proper
signatures, assurances and certifications
and is the last page of your application.

2.3 Application Formatting
Requirements

Applicants also must comply with the
following basic application
requirements. Applications that do not
comply with these requirements will be
screened out and will not be reviewed.

 Information provided must be
sufficient for review.

e Text must be legible.

—Type size in the Project Narrative
cannot exceed an average of 15
characters per inch, as measured on
the physical page. (Type size in
charts, tables, graphs, and footnotes
will not be considered in determining
compliance.)

—Text in the Project Narrative cannot
exceed 6 lines per vertical inch.

» Paper must be white paper and 8.5
inches by 11.0 inches in size.

* To ensure equity among
applications, the amount of space
allowed for the Project Narrative cannot
be exceeded.

—Applications would meet this
requirement by using all margins (left,
right, top, bottom) of at least one inch
each, and adhering to the 25-page
limit for the Project Narrative.

—Should an application not conform to
these margin or page limits, SAMHSA
will use the following method to
determine compliance: The total area
of the Project Narrative (excluding
margins, but including charts, tables,
graphs and footnotes) cannot exceed
58.5 square inches multiplied by 25.
This number represents the full page
less margins, multiplied by the total
number of allowed pages.

—Space will be measured on the
physical page. Space left blank within
the Project Narrative (excluding
margins) is considered part of the
Project Narrative, in determining
compliance.

» The 30-page limit for Appendices 1

and 3.
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To facilitate review of your
application, follow these additional
guidelines. Failure to adhere to the
following guidelines will not, in itself,
result in your application being
screened out and returned without
review. However, following these
guidelines will help reviewers to
consider your application.

¢ Pages should be typed single-
spaced with one column per page.

« Pages should not have printing on
both sides.

* Please use black ink and number
pages consecutively from beginning to
end so that information can be located
easily during review of the application.
The cover page should be page 1, the
abstract page should be page 2, and the
table of contents page should be page 3.
Appendices should be labeled and
separated from the Project Narrative and
budget section, and the pages should be
numbered to continue the sequence.

* Send the original application and
two copies to the mailing address in
Section IV—-6.1 of this document. Please
do not use staples, paper clips, and
fasteners. Nothing should be attached,
stapled, folded, or pasted. Do not use
heavy or lightweight paper or any
material that cannot be copied using
automatic copying machines. Odd-sized
and oversized attachments such as
posters will not be copied or sent to
reviewers. Do not include videotapes,
audiotapes, or CD—-ROMs.

2.4 SAMHSA Confidentiality and
Participant Protection Requirements and
Protection of Human Subjects
Regulations

Applicants must describe procedures
relating to Confidentiality, Participant
Protection and the Protection of Human
Subjects Regulations in Section H of the
application, using the guidelines
provided below. Problems with
confidentiality, participant protection,
and protection of human subjects
identified during peer review of the
application may result in the delay of
funding.

Confidentiality and Participant
Protection: All applicants must describe
how they will address the requirements
for each of the following elements
relating to confidentiality and
participant protection.

1. Protect Clients and Staff From
Potential Risks

¢ ldentify and describe any
foreseeable physical, medical,
psychological, social, and legal risks or
potential adverse effects as a result of
the project itself or any data collection
activity.

» Describe the procedures you will
follow to minimize or protect
participants against potential risks,
including risks to confidentiality.

« ldentify plans to provide guidance
and assistance in the event there are
adverse effects to participants.

« Where appropriate, describe
alternative treatments and procedures
that may be beneficial to the
participants. If you choose not to use
these other beneficial treatments,
provide the reasons for not using them.

2. Fair Selection of Participants

 Describe the target population(s) for
the proposed project. Include age,
gender, and racial/ethnic background
and note if the population includes
homeless youth, foster children,
children of substance abusers, pregnant
women, or other targeted groups.

» Explain the reasons for including
groups of pregnant women, children,
people with mental disabilities, people
in institutions, prisoners, and
individuals who are likely to be
particularly vulnerable to HIV/AIDS.

» Explain the reasons for including or
excluding participants.

e Explain how you will recruit and
select participants. Identify who will
select participants.

3. Absence of Coercion

« Explain if participation in the
project is voluntary or required. Identify
possible reasons why participation is
required, for example, court orders
requiring people to participate in a
program.

* If you plan to compensate
participants, state how participants will
be awarded incentives (e.g., money,
gifts, etc.).

» State how volunteer participants
will be told that they may receive
services intervention even if they do not
participate in or complete the data
collection component of the project.

4. Data Collection

* Identify from whom you will collect
data (e.g., from participants themselves,
family members, teachers, others).
Describe the data collection procedures
and specify the sources for obtaining
data (e.g., school records, interviews,
psychological assessments,
guestionnaires, observation, or other
sources). Where data are to be collected
through observational techniques,
guestionnaires, interviews, or other
direct means, describe the data
collection setting.

« ldentify what type of specimens
(e.g., urine, blood) will be used, if any.
State if the material will be used just for
evaluation or if other use(s) will be

made. Also, if needed, describe how the
material will be monitored to ensure the
safety of participants.

¢ Provide in Appendix 2, “Data
Collection Instruments/Interview
Protocols,” copies of all available data
collection instruments and interview
protocols that you plan to use.

5. Privacy and Confidentiality

« Explain how you will ensure
privacy and confidentiality. Include
who will collect data and how it will be
collected.

¢ Describe:

—How you will use data collection
instruments.

—Where data will be stored.

—Who will or will not have access to
information.

—How the identity of participants will
be kept private, for example, through
the use of a coding system on data
records, limiting access to records, or
storing identifiers separately from
data.

Note: If applicable, grantees must agree to
maintain the confidentiality of alcohol and
drug abuse client records according to the
provisions of Title 42 of the Code of Federal
Regulations, Part II.

6. Adequate Consent Procedures

¢ List what information will be given
to people who participate in the project.
Include the type and purpose of their
participation. Identify the data that will
be collected, how the data will be used
and how you will keep the data private.
e State:

—Whether or not their participation is
voluntary.

—Their right to leave the project at any
time without problems.

—Possible risks from participation in
the project.

—Plans to protect clients from these
risks.

« Explain how you will get consent
for youth, the elderly, people with
limited reading skills, and people who
do not use English as their first
language.

Note: If the project poses potential
physical, medical, psychological, legal, social
or other risks, you must obtain written
informed consent.

 Indicate if you will obtain informed
consent from participants or assent from
minors along with consent from their
parents or legal guardians. Describe how
the consent will be documented. For
example: Will you read the consent
forms? Will you ask prospective
participants questions to be sure they
understand the forms? Will you give
them copies of what they sign?
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¢ Include, as appropriate, sample
consent forms that provide for: (1)
Informed consent for participation in
service intervention; (2) informed
consent for participation in the data
collection component of the project; and
(3) informed consent for the exchange
(releasing or requesting) of confidential
information. The sample forms must be
included in Appendix 3, “Sample
Consent Forms”, of your application. If
needed, give English translations.

Note: Never imply that the participant
waives or appears to waive any legal rights,
may not end involvement with the project, or
releases your project or its agents from
liability for negligence.

« Describe if separate consents will be
obtained for different stages or parts of
the project. For example, will they be
needed for both participant protection
in treatment intervention and for the
collection and use of data?

< Additionally, if other consents (e.g.,
consents to release information to others
or gather information from others) will
be used in your project, provide a
description of the consents. Will
individuals who do not consent to
having individually identifiable data
collected for evaluation purposes be
allowed to participate in the project?

7. Risk/Benefit Discussion

Discuss why the risks are reasonable
compared to expected benefits and
importance of the knowledge from the
project.

Protection of Human Subjects
Regulations

Applicants may have to comply with
the Protection of Human Subjects
Regulations (45 CFR part 46), depending
on the evaluation design proposed in
the application.

Applicants whose projects must
comply with the Protection of Human
Subjects Regulations must describe the
process for obtaining Institutional
Review Board (IRB) approval fully in
their applications. While IRB approval
is not required at the time of grant
award, these applicants will be
required, as a condition of award, to
provide the documentation that an
Assurance of Compliance is on file with
the Office for Human Research
Protections (OHRP) and that IRB
approval has been received prior to
enrolling any clients in the proposed
project.

Additional information about
Protection of Human Subjects
Regulations can be obtained on the web
at http://ohrp.osophs.dhhs.gov. You
may also contact OHRP by e-mail
(ohrp@osophs.dhhs.gov) or by phone
(301-496-7005).

3. Submission Dates and Times

Applications are due by close of
business on July 2, 2004. Your
application must be received by the
application deadline. Applications sent
through postal mail and received after
this date must have a proof-of-mailing
date from the carrier dated at least 1
week prior to the due date. Private
metered postmarks are not acceptable as
proof of timely mailing.

You will be notified by postal mail
that your application has been received.

Applications not received by the
application deadline or not postmarked
by a week prior to the application
deadline will be screened out and will
not be reviewed.

4. Intergovernmental Review (E.O.
12372) Requirements

Executive Order 12372, as
implemented through Department of
Health and Human Services (DHHS)
regulation at 45 CFR Part 100, sets up
a system for State and local review of
applications for Federal financial
assistance. A current listing of State
Single Points of Contact (SPOCs) is
included in the application kit and can
be downloaded from the Office of
Management and Budget (OMB) Web
site at http://www.whitehouse.gov/omb/
grants/spoc.html.

e Check the list to determine whether
your State participates in this program.
 If your State participates, contact
your SPOC as early as possible to alert

him/her to the prospective
application(s) and to receive any
necessary instructions on the State’s
review process.

« For proposed projects serving more
than one State, you are advised to
contact the SPOC of each affiliated
State.

e The SPOC should send any State
review process recommendations to the
following address within 60 days of the
application deadline: Substance Abuse
and Mental Health Services
Administration, Office of Program
Services, Review Branch, 5600 Fishers
Lane, Room 17-89, Rockville, Maryland,
20857, ATTN: SPOC—Funding
Announcement No. SP 04-002.

5. Funding Limitations/Restrictions

Cost principles describing allowable
and unallowable expenditures for
Federal grantees, including SAMHSA
grantees, are provided in the following
documents:

« Institutions of Higher Education:

OMB Circular A-21
« State and Local Governments: OMB

Circular A-87
« Nonprofit Organizations: OMB

Circular A-122

» Appendix E Hospitals: 45 CFR Part 74

In addition, SAMHSA'’s SPF SIG
recipients must comply with the
following funding restrictions:

e Grant funds must be used for
purposes supported by the program.

¢ The SPF SIG grantees may retain up
to 15% of the total grant award for
implementation of State-level activities,
while a minimum of 85% of the total
grant award must be allocated to
community-level organizations to
support activities taking place at the
community level.

¢ Grant funds may not be used to pay
for the purchase or construction of any
building or structure to house any part
of the grant project. Applications may
request up to $75,000 for renovations
and alterations of existing facilities.

6. Other Submission Requirements

6.1 Where To Send Applications

Send applications to the following
address: Substance Abuse and Mental
Health Services Administration, Office
of Program Services, Review Branch,
5600 Fishers Lane, Room 17-89,
Rockville, Maryland, 20857.

Be sure to include ““SPF SIG/SP 04—
002" in item number 10 on the face page
of the application. If you require a
phone number for delivery, you may use
(301) 443-4266.

6.2 How To Send Applications

Mail an original application and 2
copies (including appendices) to the
mailing address provided above. The
original and copies must not be bound.
Do not use staples, paper clips, or
fasteners. Nothing should be attached,
stapled, folded, or pasted.

You must use a recognized
commercial or governmental carrier.
Hand carried applications will not be
accepted. Faxed or e-mailed
applications will not be accepted.

V. Application Review Information

1. Evaluation Criteria

Your application will be reviewed
and scored according to the quality of
your response to the requirements listed
below for developing the Project
Narrative (Sections A-D). These
sections describe what you intend to do
with your project.

¢ In developing the Project Narrative
section of your application, use these
instructions, which have been tailored
to this program. These are to be used
instead of the “Program Narrative”
instructions found in the PHS 5161-1.

¢ You must use the four sections/
headings listed below in developing
your Project Narrative. Be sure to place
the required information in the correct
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section, or it will not be considered.
Your application will be scored
according to how well you address the
requirements for each section.

* Reviewers will be looking for
evidence of cultural competence in each
section of the Project Narrative. Points
will be assigned based on how well you
address the cultural competence aspects
of the evaluation criteria. SAMHSA's
guidelines for cultural competence can
be found on the SAMHSA Web site at
http://www.samhsa.gov. Click on “Grant
Opportunities.”

¢ The Supporting Documentation you
provide in Sections E-H and
Appendices 1-5 will be considered by
reviewers in assessing your response,
along with the material in the Project
Narrative.

* The number of points after each
heading below is the maximum number
of points a review committee may assign
to that section of your Project Narrative.
Bullet statements in each section do not
have points assigned to them. They are
provided to invite the attention of
applicants and reviewers to important
areas within each section.

Section A: Statement of Need (10
points)

¢ Document the need to implement
the Strategic Prevention Framework in
the State. Include information about the
prevalence of substance abuse and
related risk and protective factors
within the State. Documentation of need
may come from local data or trend
analyses, State data (e.g., from State
Needs Assessments), and/or national
data (e.g., from SAMHSA'’s National
Survey on Drug Use and Health or from
National Center for Health Statistics/
Centers for Disease Control reports). For
data sources that are not well known,
provide sufficient information on how
the data were collected so reviewers can
assess the reliability and validity of the
data.

¢ Describe the need for an enhanced
infrastructure to increase the capacity to
implement, sustain, and improve
effective substance abuse prevention
services in the State. Describe what is
currently known about service gaps,
barriers, and other problems related to
the need to implement the Strategic
Prevention Framework.

« Describe how the Strategic
Prevention Framework State Incentive
Grant (SPF SIG) will help the State and
communities to address substance abuse
problems in the State. Include how the
SPF will improve the State’s process for
collecting, analyzing and utilizing data
to plan, implement and evaluate
substance abuse prevention efforts.

« Describe key stakeholders and
resources within the State that can help
implement the Strategic Prevention
Framework.

Section B: Proposed Approach (35
points)

« Clearly state the purpose of the
proposed project, including specific
goals and objectives for your State.
Describe how implementation of the
Strategic Prevention Framework will
lead to achievement of those goals and
objectives, and how this will increase
system capacity to support effective
substance abuse prevention.

» Describe the approach that will be
used to implement the Strategic
Prevention Framework. In this
description, you should:

—Document that the project will build
upon the six principles of the
Strategic Prevention Framework;

—Describe how you will implement the
five required steps of the Strategic
Prevention Framework at the State
level;

—Describe how you will implement a
complementary/parallel 5-step
process within the target communities
that are selected for implementation
activities;

—Describe roles that you expect states
and communities to play in each of
the five steps; and

—Describe how childhood and
underage drinking will be included as
an emphasis in each of the target
communities selected for funding.

« Describe your plans to develop or
expand Epidemiological Workgroups,
and describe the State’s plan to utilize
the information generated by the
Epidemiological Workgroups to drive
funding decisions.

» Describe your plans for forming and
mobilizing a new SPF Advisory Council
or enhancing an existing advisory body
to meet the requirements for the SPF
Advisory Council described in Section
1-2.4, SPF Advisory Council. Include a
description of the SPF Advisory
Council’s membership, roles and
functions, and frequency of meetings.

« Describe plans to implement
culturally appropriate policies,
programs and practices.

« Describe how you will encourage
communities to use evidence-based
programs, practices and policies.

« Describe the community partners
and any other organizations that will
participate in the project and their roles
and responsibilities. Demonstrate their
commitment to the project. Include
letters of commitment/coordination/
support from these community
organizations in Appendix 1 of the

application. Identify any cash or in-kind
contributions that will be made to the
project.

¢ Describe how members of the target
population were involved in the
preparation of the application, and how
they will be involved in the planning,
implementation, and evaluation of the
project.

¢ Describe the potential barriers to
successful conduct of the proposed
project and how you will overcome
them.

« Provide a plan to secure resources
to sustain the proposed infrastructure
enhancements when Federal funding
ends.

Section C: Staff and Management
Capacity, and Relevant Experience (25
points)

¢ Provide a realistic time line for the
project management (chart or graph)
showing key activities, milestones, and
responsible staff. [Note: The time line
should be part of the Project Narrative.
It should not be placed in an appendix.]

¢ Discuss the capability and
experience of the applicant organization
and other partnering organizations with
similar projects, including experience in
implementing culturally appropriate/
competent prevention interventions.

» Provide a list of staff or position
descriptions that will participate in the
project, showing the role of each and
their level of effort and qualifications.
Include the Project Director,
Epidemiological Workgroup Lead,
Project Evaluator, and other key
personnel.

« Describe the resources available for
the proposed project (e.g., facilities,
equipment). Provide evidence that any
direct services will be provided in a
location that is adequate, accessible,
compliant with the Americans with
Disabilities Act (ADA), and amenable to
the target population.

Section D: Evaluation and Data (30
points)

« Describe the process and outcome
evaluation, addressing the evaluation
requirements specified in Section 1-2.6,
Evaluation, of this grant announcement.
Include specific performance measures
and target outcomes related to the goals
and objectives identified for the SPF SIG
project in Section B of the Project
Narrative. Discuss how they will be
used to track progress in achieving these
goals and objectives over the course of
the SPF SIG project.

» Document your ability to collect
and report on the required performance
measures as specified in Section 1-2.5,
Data and Performance Measurement,
and Appendix D of this grant
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announcement. Specify and justify any

additional measures you plan to use for

your grant project.

« Describe plans for data collection,
management, analysis, interpretation
and reporting.

—Describe the existing data collection
system, its ability to capture required
performance measures, and any
necessary modifications.

—Describe planned approaches to
surveying program participants or
gathering archival data on an ongoing
basis to map the program results to
needs assessment and other data.

—Document your ability to access target
populations for the purposes of
gathering data.

—Include project-specific data
collection instruments/interview
protocols (i.e., those not required by
CSAP) in Appendix 2.
¢ Discuss the reliability and validity

of evaluation methods and instruments

in terms of the gender/age/culture of the
target population.

¢ Describe your plan for tracking the
data generated by your project over
time, and utilizing these data in your
ongoing project planning and
development.

< Describe your approach to ensuring
that adequate evaluation and data
collection capacity at the community
level of your SPF SIG project will be in
place.

« State your commitment to
participate in and meet the
requirements of the SPF SIG Cross-Site
Evaluation, which will be conducted by
CSAP.

Note: Although the budget for the proposed
project is not a review criterion, the Review
Group will be asked to comment on the
appropriateness of the budget after the merits
of the application have been considered.

2. Review and Selection Process

SAMHSA applications are peer-
reviewed according to the review
criteria listed above. For those programs
where the individual award is over
$100,000, applications must also be
reviewed by the appropriate National
Advisory Council.

Decisions to fund a grant are based
on:

e The strengths and weaknesses of
the application as identified by peer
reviewers and, when appropriate,
approved by the appropriate National
Advisory Council;

¢ Availability of funds;

¢ Equitable distribution of awards in
terms of geography (including urban,
rural and remote settings) and balance
among target populations and program
size; and

» After applying the aforementioned
criteria, the following method for
breaking ties: When funds are not
available to fund all applications with
identical scores, SAMHSA will make
award decisions based on the
application(s) that received the greatest
number of points by peer reviewers on
the evaluation criterion in Section V-1
with the highest number of possible

points (Proposed Approach—35 points).

Should a tie still exist, the evaluation
criterion with the next highest possible
point value will be used, continuing
sequentially to the evaluation criterion
with the lowest possible point value,
should that be necessary to break all
ties.

VI. Award Administration Information
1. Award Notices

After your application has been
reviewed, you will receive a letter from
SAMHSA through postal mail that
describes the general results of the
review, including the score that your
application received.

If you are approved for funding, you
will receive an additional notice, the
Notice of Grant Award, signed by
SAMHSA'’s Grants Management Officer.
The Notice of Grant Award is the sole
obligating document that allows the
grantee to receive Federal funding for
work on the grant project. It is sent by
postal mail and is addressed to the
contact person listed on the face page of
the application.

If you are not funded, you can re-
apply if there is another receipt date for
the program.

2. Administrative and National Policy
Requirements

2.1 General Requirements

¢ You must comply with all terms
and conditions of the grant award.
SAMHSA'’s standard terms and
conditions are available on the
SAMHSA Web site at http://
www.samhsa.gov/grants/2004/
useful_info.asp.

* Depending on the nature of the
specific funding opportunity and/or the
proposed project as identified during
review, additional terms and conditions
may be identified in the NOFA or
negotiated with the grantee prior to
grant award. These may include, for
example:

—actions required to be in compliance
with human subjects requirements;

—requirements relating to additional
data collection and reporting;

—requirements relating to participation
in a cross-site evaluation; or

—requirements to address problems
identified in review of the
application.

¢ You will be held accountable for
the information provided in the
application relating to performance
targets. SAMHSA program officials will
consider your progress in meeting goals
and objectives, as well as your failures
and strategies for overcoming them,
when making an annual
recommendation to continue the grant
and the amount of any continuation
award. Failure to meet stated goals and
objectives may result in suspension or
termination of the grant award, or in
reduction or withholding of
continuation awards.

¢ In an effort to improve access to
funding opportunities for applicants,
SAMHSA is participating in the U.S.
Department of Health and Human
Services ““Survey on Ensuring Equal
Opportunity for Applicants.” This
survey is included in the application kit
for SAMHSA grants. Applicants are
encouraged to complete the survey and
return it, using the instructions
provided on the survey form.

3. Reporting Requirements

3.1 Progress and Financial Reports

¢ Grantees must provide quarterly
and final progress reports. The final
progress report must summarize
information from the quarterly reports,
describe the accomplishments of the
project, and describe next steps for
implementing plans developed during
the grant period.

* Grantees must provide quarterly
and final financial status reports. These
reports may be included as separate
sections of quarterly and final progress
reports or can be separate documents.
Because SAMHSA is extremely
interested in ensuring that infrastructure
development and enhancement efforts
can be sustained, your financial reports
must explain plans to ensure the
sustainability (see Glossary—Appendix
B) of efforts initiated under this grant.
Initial plans for sustainability should be
described in year 1 of the grant. In each
subsequent year, you should describe
the status of the project, successes
achieved and obstacles encountered in
that year.

« SAMHSA will provide guidelines
and requirements for these reports to
grantees at the time of award and at the
initial grantee orientation meeting after
award. SAMHSA staff will use the
information contained in the reports to
determine the grantee’s progress toward
meeting its goals.



Federal Register/Vol. 69, No. 83/ Thursday, April 29, 2004/ Notices

23529

3.2 Government Performance and
Results Act

The Government Performance and
Results Act (GPRA) mandates
accountability and performance-based
management by Federal agencies. To
meet the GPRA requirements, SAMHSA
must collect performance data (i.e.,
“GPRA data”) from grantees. The
performance requirements for
SAMHSA'’s SPF SIGs are described in
Section 1-2.5 under “Data and
Performance Measurement’’ of this
document.

3.3 Publications

If you are funded under this grant
program, you are required to notify the
Government Project Officer (GPO) and
SAMHSA'’s Publications Clearance
Officer (301-443-8596) of any materials
based on the SAMHSA-funded project
that are accepted for publication.

In addition, SAMHSA requests that
grantees:

¢ Provide the GPO and SAMHSA
Publications Clearance Officer with
advance copies of publications.

¢ Include acknowledgment of the
SAMHSA grant program as the source of
funding for the project.

¢ Include a disclaimer stating that the
views and opinions contained in the
publication do not necessarily reflect
those of SAMHSA or the U.S.
Department of Health and Human
Services, and should not be construed
as such.

SAMHSA reserves the right to issue a
press release about any publication
deemed by SAMHSA to contain
information of program or policy
significance to the substance abuse
treatment/substance abuse prevention/
mental health services community.

VII. Agency Contacts

For questions on program issues,
contact: Mr. Mike Lowther, Director,
Division of State and Community
Systems Development, Center for
Substance Abuse Prevention, 5600
Fishers Lane, Rockwall Il, Suite 930,
Rockville, MD 20857, 301-443-0369,
mlowther@samhsa.gov; or

Mr. Dave Robbins, Deputy Director,
Division of State and Community
Systems Development, Center for
Substance Abuse Prevention, Rockwall
11, Suite 930, Rockville, MD 20857, 301—
443-0369, drobbins@samhsa.gov.

For questions on grants management
issues, contact:

Ms. Edna Frazier, Office of Program
Services, Division of Grants
Management, Substance Abuse and
Mental Health Services Administration,
5600 Fishers Lane, Rockwall |1, Suite

630, Rockville, MD 20857, (301) 443-
6816, efrazier@samhsa.gov.

Appendix A—Checklist for Formatting
Requirements and Screenout Criteria
for SAMHSA Grant Applications

SAMHSA'’s goal is to review all
applications submitted for grant funding.
However, this goal must be balanced against
SAMHSA's obligation to ensure equitable
treatment of applications. For this reason,
SAMHSA has established certain formatting
requirements for its applications. If you do
not adhere to these requirements, your
application will be screened out and returned
to you without review. In addition to these
formatting requirements, programmatic
requirements (e.g., relating to eligibility) may
be stated in the specific funding
announcement. Please check the entire
funding announcement before preparing your
application.

* Use the PHS 5161-1 application.

» Applications must be received by the
application deadline. Applications received
after this date must have a proof of mailing
date from the carrier dated at least 1 week
prior to the due date. Private metered
postmarks are not acceptable as proof of
timely mailing. Applications not received by
the application deadline or not postmarked at
least 1 week prior to the application deadline
will not be reviewed.

 Information provided must be sufficient
for review.

» Text must be legible.

—Type size in the Project Narrative cannot
exceed an average of 15 characters per
inch, as measured on the physical page.
(Type size in charts, tables, graphs, and
footnotes will not be considered in
determining compliance.)

—Text in the Project Narrative cannot exceed
6 lines per vertical inch.

» Paper must be white paper and 8.5
inches by 11.0 inches in size.

» To ensure equity among applications, the
amount of space allowed for the Project

Narrative cannot be exceeded.

—Applications would meet this requirement
by using all margins (left, right, top,
bottom) of at least one inch each, and
adhering to the page limit for the Project
Narrative stated in the specific funding
announcement.

—Should an application not conform to these
margin or page limits, SAMHSA will use
the following method to determine
compliance: The total area of the Project
Narrative (excluding margins, but
including charts, tables, graphs and
footnotes) cannot exceed 58.5 square
inches multiplied by the total number of
allowed pages. This number represents the
full page less margins, multiplied by the
total number of allowed pages.

—Space will be measured on the physical
page. Space left blank within the Project
Narrative (excluding margins) is
considered part of the Project Narrative, in
determining compliance.

» The page limit for Appendices stated in
the specific funding announcement cannot be
exceeded.

To facilitate review of your application,
follow these additional guidelines. Failure to

adhere to the following guidelines will not,

in itself, result in your application being

screened out and returned without review.

However, following these guidelines will

help ensure your application is complete,

and will help reviewers to consider your

application.
¢ The 10 application components required

for SAMHSA applications should be

included. These are:

—TFace Page (Standard Form 424, which is in
PHS 5161-1)

—Abstract

—Table of Contents

—Budget Form (Standard Form 424A, which
isin PHS 5161-1)

—Project Narrative and Supporting
Documentation

—Appendices

—Assurances (Standard Form 424B, which is
in PHS 5161-1)

—Certifications (a form in PHS 5161-1)

—Disclosure of Lobbying Activities
(Standard Form LLL, which is in PHS
5161-1)

—Checklist (a form in PHS 5161-1)

* Applications should comply with the
following requirements:

—Provisions relating to confidentiality,
participant protection and the protection of
human subjects specified in Section IV-2.4
of the specific funding announcement.

—Budgetary limitations as specified in
Sections I, I, and IV-5 of the specific
funding announcement.

—Documentation of nonprofit status as
required in the PHS 5161-1.

« Pages should be typed single-spaced
with one column per page.

« Pages should not have printing on both
sides.

» Please use black ink, and number pages
consecutively from beginning to end so that
information can be located easily during
review of the application. The cover page
should be page 1, the abstract page should be
page 2, and the table of contents page should
be page 3. Appendices should be labeled and
separated from the Project Narrative and
budget section, and the pages should be
numbered to continue the sequence.

» Send the original application and two
copies to the mailing address in the funding
announcement. Please do not use staples,
paper clips, and fasteners. Nothing should be
attached, stapled, folded, or pasted. Do not
use heavy or lightweight paper or any
material that cannot be copied using
automatic copying machines. Odd-sized and
oversized attachments such as posters will
not be copied or sent to reviewers. Do not
include videotapes, audiotapes, or CD—
ROMs.

Appendix B—Glossary

Best Practice: Best practices are practices
that incorporate the best objective
information currently available from
recognized experts regarding effectiveness
and acceptability.

Catchment Area: A catchment area is the
geographic area from which the target
population to be served by a program will be
drawn.

Cooperative Agreement: A cooperative
agreement is a form of Federal grant.
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Cooperative agreements are distinguished
from other grants in that, under a cooperative
agreement, substantial involvement is
anticipated between the awarding office and
the recipient during performance of the
funded activity. This involvement may
include collaboration, participation, or
intervention in the activity. HHS awarding
offices use grants or cooperative agreements
(rather than contracts) when the principal
purpose of the transaction is the transfer of
money, property, services, or anything of
value to accomplish a public purpose of
support or stimulation authorized by Federal
statute. The primary beneficiary under a
grant or cooperative agreement is the public,
as opposed to the Federal Government.

Cost Sharing or Matching: Cost-sharing
refers to the value of allowable non-Federal
contributions toward the allowable costs of a
Federal grant project or program. Such
contributions may be cash or in-kind
contributions. For SAMHSA grants, cost-
sharing or matching is not required, and
applications will not be screened out on the
basis of cost-sharing. However, applicants
often include cash or in-kind contributions in
their proposals as evidence of commitment to
the proposed project. This is allowed, and
this information may be considered by
reviewers in evaluating the quality of the
application.

Fidelity: Fidelity is the degree to which a
specific implementation of a program or
practice resembles, adheres to, or is faithful
to the evidence-based model on which it is
based. Fidelity is formally assessed using
rating scales of the major elements of the
evidence-based model. A toolkit on how to
develop and use fidelity instruments is
available from the SAMHSA-funded
Evaluation Technical Assistance Center at
http://tecathsri.org or by calling (617) 876—
0426.

Grant: A grant is the funding mechanism
used by the Federal Government when the
principal purpose of the transaction is the
transfer of money, property, services, or
anything of value to accomplish a public
purpose of support or stimulation authorized
by Federal statute. The primary beneficiary
under a grant or cooperative agreement is the
public, as opposed to the Federal
Government.

In-Kind Contribution: In-kind contributions
toward a grant project are non-cash
contributions (e.g., facilities, space, services)
that are derived from non-Federal sources,
such as State or sub-State non-Federal
revenues, foundation grants, or contributions
from other non-Federal public or private
entities.

Logic Model: A logic model is a
diagrammatic representation of a theoretical
framework. A logic model describes the
logical linkages among program resources,
conditions, strategies, short-term outcomes,
and long-term impact. More information on
how to develop logic models and examples
can be found through the resources listed in
Appendix C.

Practice: A practice is any activity, or
collective set of activities, intended to
improve outcomes for people with or at risk
for substance abuse and/or mental illness.
Such activities may include direct service

provision, or they may be supportive
activities, such as efforts to improve access
to and retention in services, organizational
efficiency or effectiveness, community
readiness, collaboration among stakeholder
groups, education, awareness, training, or
any other activity that is designed to improve
outcomes for people with or at risk for
substance abuse or mental illness.

Practice Support System: This term refers
to contextual factors that affect practice
delivery and effectiveness in the pre-
adoption phase, delivery phase, and post-
delivery phase, such as (a) community
collaboration and consensus building, (b)
training and overall readiness of those
implementing the practice, and (c) sufficient
ongoing supervision for those implementing
the practice.

Stakeholder: A stakeholder is an
individual, organization, constituent group,
or other entity that has an interest in and will
be affected by a proposed grant project.

Sustainability: Sustainability is the ability
to continue a program or practice after
SAMHSA grant funding has ended.

Target Population: The target population is
the specific population of people whom a
particular program or practice is designed to
serve or reach.

Wraparound Service: Wraparound services
are non-clinical supportive services—such as
child care, vocational, educational, and
transportation services—that are designed to
improve the individual’s access to and
retention in the proposed project.

Appendix C—National Registry of
Effective Programs

To help SAMHSA's constituents learn
more about science-based programs,
SAMHSA'’s Center for Substance Abuse
Prevention (CSAP) created a National
Registry of Effective Programs (NREP) to
review and identify effective programs. NREP
seeks candidates from the practice
community and the scientific literature.
While the initial focus of NREP was
substance abuse prevention programming,
NREP has expanded its scope and now
includes prevention and treatment of
substance abuse and of co-occurring
substance abuse and mental disorders, and
psychopharmacological programs and
workplace programs.

NREP includes three categories of
programs: Effective Programs, Promising
Programs, and Model Programs. Programs
defined as Effective have the option of
becoming Model Programs if their developers
choose to take part in SAMHSA
dissemination efforts. The conditions for
making that choice, together with definitions
of the three major criteria, are as follows.

Promising Programs have been
implemented and evaluated sufficiently and
are scientifically defensible. They have
positive outcomes in preventing substance
abuse and related behaviors. However, they
have not yet been shown to have sufficient
rigor and/or consistently positive outcomes
required for Effective Program status.
Nonetheless, Promising Programs are eligible
to be elevated to Effective/Model status after
review of additional documentation
regarding program effectiveness. Originated

from a range of settings and spanning target
populations, Promising Programs can guide
prevention, treatment, and rehabilitation.

Effective Programs are well-implemented,
well-evaluated programs that produce
consistently positive pattern of results (across
domains and/or replications). Developers of
Effective Programs have yet to help
SAMHSA/CSAP disseminate their programs,
but may do so themselves.

Model Programs are also well-
implemented, well-evaluated programs,
meaning they have been reviewed by NREP
according to rigorous standards of research.
Their developers have agreed with SAMHSA
to provide materials, training, and technical
assistance for nationwide implementation.
That helps ensure the program is carefully
implemented and likely to succeed.

Programs that have met the NREP
standards for each category can be identified
by accessing the NREP Model Programs Web
site at http://
www.modelprograms.samhsa.gov.

Appendix D—Performance Measures
for the SPF SIG

This section further specifies the data to be
collected and reported as described in
Section 1-2.5, Data and Performance
Measurement.

National Outcomes and National Outcome
Measures

This list represents the specific questions
to be used to determine progress toward the
National Outcome Measures listed in Section
1-2.5. Grantees and subgrantees may be
required to supply additional data to comply
with any evaluations of the SPF SIG program
and/or as required by SAMHSA. For the past
10 years, SAMHSA and the States have
endeavored to bring accountability for
performance to SAMHSA's Block Grants.
SAMHSA and the States have identified
seven key domains of resilience and
recovery, including: abstinence from alcohol
abuse or drug use, or decreased mental
illness symptomatology; increased or
retained employment and school enrollment;
decreased involvement with the criminal
justice system; increased stability in family
and living conditions; increased access to
services; increased retention in services
(substance abuse) or decreased utilization of
psychiatric inpatient beds (mental health);
and increased social supports/social
connectedness. These seven domains, as well
as three outcomes identified by the OMB
Program Assessment Rating Tool (PART)
process—client perception of care, cost
effectiveness, and use of evidence-based
practices—constitute the ten National
Outcomes.

Specifically, with regard to substance
abuse prevention, SAMHSA's Center for
Substance Abuse Prevention (CSAP) and a
group of State prevention officials have met
regularly to identify and define the
performance measures now being tested by
the States as part of CSAP’s original State
Incentive Grant program, many of which are
taken from existing data sources, such as
CSAP’s Minimum Data Set or its Core
Measures Initiative. The measures listed in
Section I-2.5 and the data elements for each
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measure provided below are the National
Outcome Measures for substance abuse
prevention.

Developmental Measures

As indicated, some of the specific National
Outcome Measures for substance abuse
prevention are ‘“‘developmental,” requiring
further work by SAMHSA and the States to
delineate the best measures to assess progress
toward reporting National Outcomes.
Specifically, these developmental measures
include measures for the National Outcomes
of returning to/staying in school (school
attendance, ATOD-related suspensions/
expulsions, drug-related workplace injuries),
decreased criminal justice involvement
(drug-related crime), increased stability in
family and living conditions (parent
participation in prevention activities), and
cost effectiveness (increase services provided
within cost bands).

For these developmental measures,
SAMHSA is asking grantees to develop their
own data sources and data elements and be
prepared to discuss their initial experience
with the sources and elements at a grantee
meeting three months after the grant period
begins. Given that it is SAMHSA's intent to
have the same National Outcome measures
for both this program and the substance
abuse prevention activities funded by the
SAPT Block Grant, SAMHSA will also ask
State officials working on the prevention
portion of the SAPT Block Grant to
participate in that meeting. At the meeting,
participants will identify and agree to data
elements and data collection approaches for
the developmental measures. By having the
same National Outcome Measures, data
sources, and data elements for both the SPF
SIG and the prevention portion of the SAPT
Block Grant, SAMHSA hopes to minimize
the reporting burden on the States and enable
SAMHSA and the States to effectively
monitor participant and program outcomes
and help direct systems improvements.

Grantees and State Block Grant officials
will also work with SAMHSA to identify a
measure, data source and data elements for
the National Outcome of Increased Social
Supports/Social Connectedness.

SAMHSA anticipates that its work with
State officials to finalize these developmental
measures will be part of its collaboration
with the States to continually assess and
improve the National Outcome Measures.

In its application, the State should
demonstrate how it intends to ensure that
outcome and financial data is reported in a
timely manner. States should describe how
they intend to ensure that outcome data are
reported on the following National
Outcomes:

1. Abstinence From Drug Use/Alcohol Abuse

1.1 30-Day Substance Use (Non-use/
reduction in use)

(Data Source: CSAP Core Measures®)
Data Elements

Tobacco

(1) How frequently have you smoked
cigarettes during the past 30 days?

1. Not at all

2. Less than one cigarette per day

3. One to five cigarettes per day

4. About one-half pack per day

5. About one pack per day

6. About one and one-half packs per day
7. Two packs or more per day

(2) How often have you taken smokeless
tobacco during the past 30 days?

1. Not at all
2. Once or twice
3. Once or twice per week
4. Three to five times per week
5. About once a day
6. More than once a day
(3) To be more precise, during the past 30
days about how many cigarettes have you
smoked per day?

None
. Less than 1 per day
.1to2
3to7
8to 12
.13to 17
.18 to 22
.23t0 27
Alcoholic beverages include beer, wine,
wine coolers, and liquor.
(4) On how many occasions during the last
30 days have you had alcoholic beverages to
drink (more 